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1. Introduction

This document is designed to provide site staff with an overview of the full version of the slot
reservation feature in the Oncology Patient Enrollment Network (OPEN) Portal.

This document provides instructions for subject enrollment onto slot reservation protocols, as well as
additional information regarding the slot reservation feature that site users may find useful. Note that
the terms patients and subjects are used interchangeably throughout the document.

1.1 Web Addresses for CTSU Applications

Table 1: Web Addresses for CTSU Applications

Application URL
OPEN Portal https://open.ctsu.org
CTSU Members’ website http://www.ctsu.org
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2. How to Enroll a Patient on a Slot Reservation Protocol

For protocols that are configured for slot reservation, a slot must be reserved for a subject before OPEN
will allow them to proceed with enrolling onto the protocol’s initial step.

The slot reservation system allows users to secure a position for subjects on specific protocols (that
utilize this feature) in order to assure that a consented subject can participate on the study. This feature
is commonly used for Phase | studies, which requires site registrars to reserve a slot prior to discussing
or enrolling a subject onto a study.

To enroll a subject on a slot reservation protocol, a site user must obtain an OPEN patient number
unless one already exists. Use the OPEN patient number to reserve a slot for the protocol and then use
the slot reservation number to enroll the subject onto the protocol. Each subject has only one OPEN
patient number and that patient number is used to reserve slots for that subject across all protocols that
require a slot reservation. The OPEN patient number is not a Network Group patient ID.

Create a

Patient Number
(If One Does Not Exist)

> Create a Enroll Patient
Slot Reservation onto the Study

Figure 1: Process for Enrolling a Patient on a Slot Reservation Protocol

The following are important details regarding slot reservations:

e Only pre-determined amounts of slots will be available for each protocol. Slot limits
are dictated by the protocol administrators.

e OPEN supports slot reservation for any single protocol step.

e Aslot reservation can be performed if a slot is available. If the slot is available upon
registration, the user will receive a message stating, that the slot is reserved.

e Aslot reservation cannot be performed if a slot is unavailable. If no slots are available
and the waiting queue feature is turned on for the protocol, the slot reservation will
enter the protocol’s waiting queue until a slot opens up.

e Areserved slot expires at a pre-determined amount of time, as dictated by the
protocol administrators. A reserved slot expires if the time limit is reached and no
subsequent step is performed. Once the slot expires, the slot becomes available for
the next reservation.

The sub-sections that follow will provide general instructions for completing the steps necessary for
reserving a slot and enrolling a subject on a slot reservation protocol.

2.1 Getting a Patient Number

If a subject already has an OPEN Patient Number (PT-####ii##), then a user may proceed to the next
section to reserve a slot for their subject (see section 2.2).

If a subject does not have an OPEN patient number, the user must create one for their subject. The next
sub-section provides instructions for creating a subject number.

OPEN Slot Reservation Quick Reference Site User Guide
Revision 18 August 20, 2020 Page 2 of 18
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2.1.1 Instructions for Getting an OPEN Patient Number

Jegsed

Log in to the OPEN Portal.

Click the Slot Reservation tab.

Click the Create New Patient button within the Patients subtab.

Complete the necessary fields in the Create New Patient screen.

Click the Continue button.

Click Ok on the confirmation pop-up window.

A confirmation page displays the patient number, in the format PT-##########. For added clarity,
the user is informed that only a patient number has been created. To reserve a slot for their subject,
they need to click the Reserve Slot button.

Patients | Create New | In Progress | History | Configuration | Report ? =h [y

|L‘_. Information |
Site: MNOOS - Patient= PT-0000008321

NOTE: An OPEN Patient Number has been created, but this has not created a slot reservation. Click the

I [Reserve Slot] button to reserve a slot for the patient. ]
T - -

I EcitPobert | [ Pobent Browser |

Figure 2: Confirmation Page for the Patients Screen

2.2 Creating a Slot Reservation

The following sub-section provides instructions for creating a slot reservation.

2.2.1 Instructions for Creating a Slot Reservation

After an OPEN patient number is obtained, a slot is reserved for the subject. To create a slot
reservation:

Log in to the OPEN Portal.

Click the Slot Reservation tab.

Locate the subject by entering the OPEN patient number in the Patient # free-text box and click the
Search button.

Click the Reserve button adjacent to the row for the subject.

OPEN Slot Reservation Quick Reference Site User Guide
Revision 18 August 20, 2020 Page 3 of 18
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Home RIS Enroll History T&UM Reports RSS Form Setup Admin Help

Patients | Create New | In Progress | History | Configuration | Report

Slot Resarvations - Site Patients ™ In order to reserve a slot via OPEN Portal, you MUST first craate 3 patient

441224 p bl [25]v] @& [Search |[Clear
L || I I

X
W | @ raovs PT-0000447317 HA- ACTIVE
¥ | @ Fro7e PT-0000447610 MM- ACTIVE

V_ 3
NS

Figure 3: Patient Browser Screen

a

The user will arrive at the Create Slot Reservation screen.

)

)
) Select the protocol from the Protocol Number field.
) Select step number.

) If available, enter a Network Group Patient ID.

)

0

1

© 0 N

Select a person in the Site Contact Person field.
10) The user’s name will be prefilled in the Site Contact Person field, if the user is a site registrar.
11) Make a selection in the Stratum/Dose field.

Home Ry ] Enroll History T&UM Reports RSS Form Setup Admin Help
Patients | Create New | In Progress | Histery | Configuration | Report

Create Slot Reservation

1: Select Institution /Protocol combinations
Reserved By:

1 * Institution CTEP ID:|PADTS = " Institution Name:
7| * protocol Number:|ARST1431 | V|
I * Step:

2: Select Patient Information:

2| * patient Number:|PT-0000447917 | v

Patient Details:

PT-0000447317 PAOTE HA- 21-Mar-2006 Male Gender 17821
| * Network Group PatientID:[ |
3: Select Contact Information:
| * Site Contact Person:|-- selact -- ||

4: Select Stratum /Dose Information:

Please select one of the available stratum/dose combination based on the predefined slot configurations for the protocol
Select Stratum Description Group Dose Available Slots  Issued Slots Max Slots

- * stratum/Dose:| ) ARST1431 Stratum 1 | All Patients | Feasibility Phase 0 11 11
(@] ARST1431 All Patients All Patients Efficacy Phase 1] 207 207

lm_lmm]@

Figure 4: Create Slot Reservation Screen

12) Click Submit.

OPEN Slot Reservation Quick Reference Site User Guide
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13) Click OK on the confirmation pop-up window.
14) The user’s request is processed automatically, or after manual approval, based on the Lead Protocol

Organization’s (LPO) configuration of the protocol.

If the slot reservation does not require approval by the LPO, the user arrives at a confirmation

a)
page that displays the slot reservation number (in the format: SR - #####t#HiHt#), as well as the

slot expiration date and time.

History T&UM Reports RSS Form Setup Admin Help

L AL Slot Reservation LGl
Patients | Create New | In Progress | History | Configuration | Report

é) Information
Slot Reservation Confirmation

Slot Reservation ID: SR-0000016079
A slot has been reserved for the patient 2PT-0000014810 to participate in the protocol ADVL1312. The slot reservation will expire on 12/18/2014 05:02 PM EST

l In Progress List | l Reserve Another Slot l Create E ]

Figure 5: Confirmation Page (For Automatic Approval)

If the slot reservation requires manual approval by the LPO, the user arrives at a confirmation
page that displays the slot reservation number, as well as a note stating that the user is

informed once a review decision is made via email.

b)

History T&UM Reports RSS Form Setup Admin Help

Ll Slot Reservation Ll
Patients | Create New | In Progress | History | Configuration | Report

é) Information
Slot Reservation Confirmation

Slot Reservation ID: SR-0000016079
A slot has been reserved for the patient 2PT-0000014810 to participate in the protocol ADVL1312. The slot reservation will expire on 12/18/2014 05:02 PM EST

l In Progress List ‘ l Reserve Another Slot l Create Enrcllment |

Figure 6: Confirmation Page (For Manual Approval)

OPEN Slot Reservation Quick Reference Site User Guide
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Dear Registrar,

The request for renewing Slot Reservation ID: SR-0000016079 (protocol: ARST1431, step: 1, and site:
PAD76) was approved by the lead group: ALLIANCE. You are receiving this email since you are the
requestor orfand listed as the site contact person.

You may login to OPEN: https://open.ctsu.org to proceed with the slot reservation. Navigate to the Slot
Reservation tab, click the In Progress sub tab, and search for the above Slot Reservation ID to continue.

Please contact the CTSU Help Desk if you have questions. The CTSU Help Desk can be contacted by
phone (1-888-823-5923 option 1), as well as by email (ctsucontact@westat.com).

Regards,

The CTSU OPEN Team

Figure 7: Notification Email Sent To Site User

15) The subject enroliment for the slot reservation must be completed before the slot reservation
expires. Otherwise, a validation will prevent the user from completing the enroliment (unless the
protocol is configured for automatic renewal of slot reservations).

2.2.2 Duplicate Slot Reservation Check

The user encounters a duplicate slot reservation error message if an attempt is made to create a slot
reservation for an OPEN Patient ID that already had a slot reservation in a WITHDRAWN, EXPIRED, or
CANCELLED status for the same subject in the same study and stratum. A hyperlink to reactivate
subject’s existing slot reservation is included in the error message, as shown in Figure 8.

ﬁ.mmﬂ. e Coroll  History TARUM Reports [T Form Setup ‘Admin 'H!';r.
Patients | Croate Mew | I0 Progesss | Hestory | Confguration | Repert * ko ] =]

" walidation Ervor Tou must corvect the fodlowing errors) before proceeding:

* Slat Reservation [SR-G0000 16067 ] slready exists for patient [FT-0000014067] for the selected evaluation. Please click bere bo go to the slot summary
page 18 resdiinvcate the patient’s previeus wlol evervatsan.

Hyperlink for reactivating

an axisting slot
reservation,

Figure 8: Slot Reservation Reactivation Link in the Duplicate Reservation Error Message

2.3 Completing a Patient Enrollment

After a slot reservation is obtained, the user proceeds with enrolling the subject onto the protocol. The
following sub-section provides instructions for enrolling a subject onto a slot reservation protocol.

2.3.1 Instructions for Enrolling a Patient onto a Slot Reservation Protocol

OPEN Slot Reservation Quick Reference Site User Guide
Revision 18 August 20, 2020 Page 6 of 18
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1) Loginto the OPEN Portal.
2) Click the Slot Reservation tab.
3) Click the In Progress subtab.
4) Enter the subject’s slot reservation ID in the free-text box above the Slot Reservation ID field and

click the Search button.
5) Click the Select button in the row for the subject’s slot reservation.

Home LI "J Enroll History T&UM Reports RSS Help

Patients | Create New | [n Progress | History | Report

In-Progress Slot Reservations = For slot reservations that have been completed, please go to the Slot Reservation -> History tab

41yl [25[v] &) [Search | Clear]

I—II—II—H:H—IM;II—J

Protocol Step  Patient#
SR-0000016079 O PAD4s @ ARST1431 2 PT-0000443104 NKL 122456b ARST1431 All Patients
4’| |sr-0000020620 © aL0z2 ©Q ARST1431 2 PT-0000443102 WWW | 122456 ARST1431 All Patients
4’| |sr-0000030626 © ALoz2 i ARST1431 3 PT-0000014568 TN- 891420 ARST1431 All Patients
Results 1 - 3 of 3. (The browser will retrieve only the first 100 records and the first 1000 while exporting. Add additional criteria to retrieve the desired record list)

Figure 9: In Progress Screen

6) Click the Create Enrollment button.

@ Home BP0y ] Enroll' History T&UM Reports RSS Form Setup Admin Help

Patients | Create New | "n Progress | History | Configuration | Report

[l Refresh | || Edit Siot | || Siot Browser | [ Create Envollment |
Slot Reservation Information: [SR ID #SR-0000016079] ] CncelSiot | [ Withdraw | | Renew |

Site:PA076 )

Figure 10: In Progress Summary Screen

7) The user is taken to the Create New screen on the Enroll tab (most of the fields are prefilled).

OPEN Slot Reservation Quick Reference Site User Guide
Revision 18 August 20, 2020 Page 7 of 18
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In Progress | Create New | Summary | Prerequisite | Demography | Checklist

1: Select Institution/Protocol combinations
* Tracking Number:

’ Registrar:
?| * Institution CTEP ID: PAO7/6 ’l Institution Name:
I * protocol Number: ARST1431 (1] Protocols Missing?

*! Protocol Title: A Phase I Study of Intravenous Carboplatin/P
Combination with Continuous or Intermittent /
Supplied Agent Bevacizumab (NSC #704865)
QOwarian, Fallopian Tube or Primary Peritoneal

*! Protocol Note(s):
*| * Registration Step: 1 - Registration % [ steps Missing?

*| * Slot Reservation Number: SR-0000016079 (5 )

£

2: Add persons associated with this enrollment

Figure 11: Create New Screen (Enroll Tab)

8) Select the appropriate Person Type(s) along with the corresponding choice(s) in the Person Name
field.

9) Select a group to receive credit in the Network Group Credit field.

10) Select a physician in the Credit Investigator field (if required). Click Continue.
11) Click OK on the confirmation pop-up window.

12) Click Continue on the tracking number confirmation page.

13) Complete the necessary fields on the Demography screen. Click Continue.

Review the data on the Review & Submit screen for accuracy. Click Submit.
Click OK on the confirmation pop-up window.

)
)
)
)
14) Complete the necessary fields on the Checklist screen. Click Continue.
)
)
) The user arrives at a confirmation screen.

15
16
17

OPEN Slot Reservation Quick Reference Site User Guide
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Browse | summary | | Demography | Checklist

Selected Tracking # 108553 Details Summary

Protocol Initials (LFM) Step Arm Site Investigator
ARST1431 481731477 YoD 1 A PAD76

[9 Information

# Group response for tracking # 108553
+ This registration can now be found in the HISTORY section
#* Click on [View Summary] to view the complete registration summary

Eligibility: | ELIGIBLE

Group Response(s)

Ineligibility Reason: | None.

Patient 1D: | 481731477

Treatment Arm: | A

site Instruction: | Please send form to the group address.

Figure 12: Enrollment Confirmation

2.3.2 Slot Reservation Waiting Queue

If a user attempts to make a slot reservation when no slots are available, the subject will be assigned a
slot reservation number, and placed into the waiting queue for the protocol (if the waiting queue is

turned on for the protocol).

‘EB Information

|Slot Reservation Confirmation

Slot Reservatiop ID: SR-0000001301

the WAITING queue. Alternatively, you can check the status in OPEN using the slot reservation ID: SR-0000001301.

Mo slots are available at this t_ime. The =lot rezervation for patient 2FT-0000000752 has been placed in WAITING status. You will be notified by email once the slot leaves

|! In Progress List | I Reserve Another Slot |

Figure 13: Waiting Queue Confirmation

When a slot becomes available, the slot reservation request will be automatically approved or manually
approved by the group, depending on how the study is configured. Once the slot leaves the Waiting
queue, the user is notified by email. The user can also check the status by going to the Slot Reservation
tab and clicking the In Progress subtab. If multiple subjects are in the Waiting Queue for an evaluation,

the subjects will be promoted based on the order they entered the queue (earliest entry is released first,

and so on).

OPEN Slot Reservation Quick Reference Site User Guide
Revision 18 August 20, 2020
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3. Additional Information

3.1 Requesting Updates for OPEN Slot Reservation Patient Information

If information needs to be updated for an OPEN Slot Reservation Patient, please contact the CTSU Help
Desk (1-888-823-5923, option 1 or ctsucontact@westat.com) to request the update.

The following fields can be updated:
e Institution CTEP ID
e Patient Initials
e Date of Birth
e Gender

e Zip Code

3.2 How to Delete an OPEN Slot Reservation Patient Number

OPEN slot reservation patient numbers can be deleted if no slot reservations are associated with the
OPEN slot reservation patient number.

Accessing this Feature:

1) Loginto OPEN.

2) Click the Slot Reservation tab.

3) Click the Patients subtab.

4) Locate the Patient # free-text box.

5) Click the Delete T button for the patient’s record (as shown in Figure 14).

Patients | Create New | In Progress | History | Configuratio

Slot Reservations - Si (I'he Delete button is for deleting
OPEN slot reservation patient
numbers (that do not have an
associated slot reservation)

Acton [v_[E [x | Patiot #

Resend| 57| [ | @T@ ™041  |pT-0000006251

| Create New Patient
4 41p »l [25]+

Figure 14: Delete Button for OPEN Slot Reservation Patient Numbers

6) A confirmation pop-up window will ask whether to continue with the deletion action. Click Ok.
7) A confirmation message will appear acknowledging that the subject’s record has been deleted.

3.3 How to Edit a Slot Reservation

Site users have the ability to update the Network Group Patient ID for a slot reservation until an OPEN
enrollment is associated with the slot reservation.
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Accessing this Feature:

1) Loginto OPEN.

2) Click the Slot Reservation tab.

3) Click the In Progress subtab.

4) Locate the slot reservation, and click the Select button for the record’s row.
5) Click the Edit Slot button.

6) Update the value for the Network Group Patient ID field.

7) Click the Submit button to save the changes.

If the Site Contact Person needs to be modified for an In Progress slot reservation, contact the CTSU
Help Desk in order to modify the information. Once slot reservation information is updated, the site user
will receive an email notifying them that their slot reservation information was edited.

Dear Registrar,

A lead group administrator edited information regarding the Slot Reservation |D: SR-0000016079
(protocol: ARST1431, step: 1, and site: PAO76).

The lead group administrator provided the following comments: The site contact person needed to be
changed.

You may login to OPEN: https://open.ctsu.org to view additional details. Navigate to the Slot

Reservation tab, click the In Progress sub tab, and search for the above Slot Reservation ID to continue.

Please contact the CTSU Help Desk if you have guestions. The CTSU Help Desk can be contacted by
phone (1-888-823-5923 option 1), as well as by email (ctsucontact@westat.com).

Regards,

The CTSU OPEN Team

Figure 15: Notification Email Sent To Site User

3.4 How to Renew a Slot Reservation

When a slot reservation is about to expire, site users have the ability to renew the slot reservation to
extend the expiration period.

Accessing this Feature:
1) Loginto OPEN.
) Click the Slot Reservation tab.
3) Click the In Progress subtab.
) Locate the slot reservation and click the Select button in the row associated with the slot
reservation.
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5) Click the Renew button.

Patients | Create New | In Progress | History | Report

| Refresh || Siot Bowser || Create Enroliment |

Slot Reservation Information: [SR ID # SR-0000000573] I Withdraw || I Renew | |
L & B B
Site: PA0S2 @)

Figure 16: Click the Renew Button

6) A pop-up window appears on screen.
7) Enter areason in the Comments field and click the Renew button.

Slot Reservation: Renew [SR ID: SR-0000000573]

Expiry Date: 02/20/2013 11:13 AM

* Comments:

Status: RESERVED on 02/13/2013 11:47 AM

Figure 17: Pop-up Window for Renewing a Slot Reservation

8) The user will receive a confirmation message with information on whether the request has
automatically been reviewed (as shown in Figure 18) or if the request is sent to the LPO for manual
review (as shown in Figure 19).

é) Information

Slot Reservation 1D: SR-0000000573

A slot has been renewed for the patient to participate in the protocol A091101. for Patient # PT-0000000451.
Comments: requesting renewal

Figure 18: Confirmation Message for the Slot Renewal Request (Automatic Approval)
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'Ji\,' Information

Slot Reservation ID: SR-0000000573

The data has been saved and a notification has.been sent to the anpruver.Yuu.WIII receive an email when the approval decision
is made. Alternatively, you can check the status in OPEN using the slot reservation ID: SR-0000000571
Comments: requesting renewal

Figure 19: Confirmation Message for the Slot Renewal Request (Manual Approval)

When a slot reservation nears expiration, the site registrar associated with the slot reservation receives
an automatic notification email (as shown in Figure 20). The LPO configures when site users receive the
automatic notification emails.

Dear Registrar,

The slot reservation for the Slot Reservation ID: SR-0000000573 (protocol: AD91101, step: 1, and site
:PA042) will expire on: 07/7/2020 11:15:00 EST. The renewal request period for this slot has begun. The
slot renewal process needs to be completed (including manual approval of the request by the lead
group) within the renewal period or else the slot reservation cannot be renewed.

You may login to OPEN: https://open.ctsu.org to view additional details. Navigate to the Slot
Reservation tab, click the In Progress sub tab, and search for the above Slot Reservation ID to continue.

Please contact the CTSU Help Desk if you have questions. The CTSU Help Desk can be contacted by
phone (1-888-823-5923 option 1), as well as by email (ctsucontact@westat.com).

Regards,

The CTSU OPEN Team

Figure 20: Automatic Renewal Notification Email

3.5 How to Perform a Practice Mode Slot Reservation Enrollment

OPEN users have the ability to create slot reservation enrollments in Practice mode, which simulates the
enrollment process without creating a real enrollment.

A Practice mode slot reservation enrollment differs from the process for creating a real slot reservation
enrollment in the following ways:

e Users bypass the process for creating the OPEN Patient Number and Slot Reservation
Number.

e Users select a system-generated Slot Reservation Number at the Create New screen of
the Enroll tab.

e Questions in the OPEN Eligibility Checklist that prefill slot reservation values, such as
stratum and dose names, are prefill the first value by default.
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Accessing this Feature:

1

~N OO o b W N

)
)
)
)
)
)
)
)

o

9)

Log in to OPEN.

Click the Start Practice button on the Welcome subtab of the Home tab.

A Practice/Test Registration watermark appears in the background.

Click the Enroll tab.

Click the Create New subtab.

Select the slot reservation protocol number from the Protocol Number drop-down menu.

Select the Registration Step.

Select any Slot Reservation Number from the Slot Reservation Number drop-down menu (the Slot
Reservation Numbers are system-generated by OPEN during Practice Mode).

In Progress | Create New | Summary | Prerequisite | Demography | Checkhst | Review & Submit

1: Select Institution/ Protocol combinations
I Tracking Number:
Registrar: Stauffer Mark @

‘% Institution CTEP ID: MNOOE @ E T Institution Name: Abbott-Northwe)

‘I * Protocol Number: ANBL1221 + [1]Protocols Misging?

! Protocel Title: A Phase II Randomized Tral of Irinctecan/Temozolamide with T|
Chimeric 14.18 Antibody (ch14.18) (NSC2 623408, IND2 4308)
Frogressive Neuroblastoma

* Protocol Note(s):

-

* Registration Step: 1 - Enroliment/ Randomization = "Er E‘E—tcpi Migsing?
‘| * Slot Reservation Number: - select -- =

iSR-DDDDDGDUw-T

SR-0000000011-T

SR-0000000012-T

Only one treating investigatorn SR-0000000013-T unt investigator can be associated
Prezs L) to add & person, oF |SR-0000000014-T

If a shipping investigator is not selected, the shipping address will default to the treating inves
Protocol specific instructions: Protecol ANBLIZ22] has the following association|s):
Treating Investigator -|rl equired), Site Registrar ['dpfl'ana'ﬂ_, Drug Shipment Invastigator ['n
parsons, please click the green plus icon.

2: Add persons associated with

- W

(] H (¢ Fe ) (! 3 [) i i
@ |- select- - | - selact -

o

Figure 21: Initiating a Slot Reservation Enrollment in Practice Mode

Perform the remainder of the enroliment like a regular enroliment. Please note that questions in the

OPEN Eligibility Checklist, which use slot reservation prefill widgets, also prefill the first valid value
by default.

3.6 Slot Reservation Report

The slot reservation report provides slot availability information for slot reservation protocols to which
the user has access.
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Home ERIIT o] Enroll History T&UM Reports RSS Form Setup Admin Help
Patients | Create New | In Progress | History | Configuration | Report

Slot Reservations - Report

4123230 @

I | | | S | |
| @ A0s1703 [’} Active PROTOCOL DEFAULT N/A
%' | @ ABTC-1401 1 Active STRATUM Part 1 N/A
+'| € ABTC-1401 1 Active STRATUM Part 1 N/A
“+'| @ ABTC-1401 1 Active STRATUM Part 1 NfA
+'| € ABTC-1401 1 Active STRATUM Part 1 NfA

Figure 22: Slot Reservation Report

In addition to the slot reservation report, a user can access detailed information on slot availability for
each evaluation.

Slot Reservation Report

Protocol: A0H1703
Step: 0
Stratum Name: DEFAULT
Stratum Group: N/A
Dose Name:
Available Slots: 0
Issued Slots: S

Accessing this Feature:

Max Slots: 3
Evaluation Status: INACTIVE
Created By: © &-Now-2018 04:04:21 PMEST
Modified By: @ on 10-Oct-2015 11:38:00 AM EDT
Slot Reservations: FIRPN Site Network Group Patient ID Slot Reservation Status Created Date Expiry Date
SR-0000025574 @) |CA245 @ ENROLLED 06-May-2019 06:18:14 PM EDT | 13-May-2019 06:18:14 PM EDT
SR-0000029903 @ | OHOOT @ ENROLLED 08-May-2015 03:06:54 PM EDT | 16-May-2019 09:37:27 AM EOT
SR-0000029915 0 NYOL18 9 CANCELLED 10-May-2019 03:15:19 PMEDT | 17-May-2019 03:15:19 PM EDT
SR-0000025535 () | CA245 CANCELLED 16-May-2019 07:57 :23 PM EDT | 23-May-2015 07:57:23 FM EDT
SR-0000029565 ) | OHO07 @ ENROLLED 22-May-2019 10:32:00 AM EDT|0S-Jur-2019 12:59:13 FM EDT
SR-0000029970 ) |KS004 @ ENROLLED 24-May-2019 01:28:40 PM EDT | 31-May-2019 01:26:40 PM EOT
SR-0000030066 @ | OHOO7 @ ENROLLED 18-Jun-2013 04:30:54 PM EDT | 25-Jun-2019 04:30:54 PM EDT
SR-0000030070 @) | DECOZ @ ENROLLED 21-Jun-201% 02:44:10 PM EDT | 28-Jur-2019 02:44:10 PM EDT
SR-0000030131 @ | OHO07 @ ENROLLED 16-1uk-2015 02:06:16 PM EDT | 23-Jul-2015 02:06:16 PM EOT
SR-0000030179 0 OH007 0 ENROLLED 01-Auwg-2019 09:37112ZAMEDT | 0B-Aug-2019 09:37:12 AM EDT
SR-0000020432 @ |MDO15 @ ENROLLED 08-Oct-2019 01:24:00 PM EDT | 15-0ct-2019 01:24:00 PM EDT

Figure 23: A Site User's View Details Screen for a Slot Reservation Evaluation

Log in to OPEN.

Select the Slot Reservation tab.
Select the Report subtab.

General information displays for all slot reservation protocol evaluations that the user has access to

based on the user’s roster affiliations (as shown in Figure 22).

If information that is more detailed is desired, click the View Slot Reservation Report Information
icon in the row for the desired protocol’s evaluation.
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Home ERNITT o] Enroll History T&UM Reports RSS Form Setup Admin Help

Patients | Create New | In Progress | History | Configuration | Report

Slot Reservations - Report

I4 4 12235 » b il

Q) ~041703 Active PROTOCOL DEFAULT N/A

Active STRATUM Part 1 N/A

7|q N ; N [Active STRATUM Part 1 N/A
574 This icon will open a popup -

-3 4 . . . Active STRATUM Part 1 A
F window with detailed slot N
: availability information Active STRATUM Part 1 WA

' about the selected protocol.

7

Figure 24: The View Slot Reservation Report for Evaluation Icon Initiates a Detailed Report

6) A detailed slot availability report displays for the user (as shown in Figure 23).

3.7 Slot Reservation Statuses

A slot reservation can have eleven different states during its lifecycle. The table below lists each of the
eleven states as well as their descriptions.

Table 2: Slot Reservation Statuses

Slot Reservation State

Description

RENEW_APPROVAL

A slot is in this state when a renewal request is pending and requires Group
approval. Slots in Reserved status or Pre Enroll status can move to
Renew_Approval status.

(I.e. When a user initiates an enrollment using a reserved slot, but is unable to
complete the enrollment prior to the expirations date, the user can request to
renew the slot. If a manual approval is required (based on group confirmation)
the slot will be in RENEW_APPROVAL state until it is approved by the group.)

NEW_APPROVAL

A slot is in this state when a user requests to reserve a slot for a subject and the
protocol is configured to send slot reservation requests to the LPO for a review
decision.

A slot that is in the waiting queue can also reach this state when a new slot
opens up provided WAITING was the first state that the reservation entered
into.

REACTIVATE_APPROVAL

RESERVED

A slot in a WAITING state can enter REACTIVATE_APPROVAL when a new slot
opens up and manual approval is required provided it was previously once in
the RESERVED state.

The status which a new slot reservation can enter, if the protocol is configured
to allow automatic approval; or, the status which a slot that was in a status of
WITHDRAWN, EXPIRED, or CANCELLED can automatically become, at the
request of a user, if the protocol is configured for automatic approval.

A slot in a RENEW_APPROVAL, NEW_APPROVAL, or REACTIVATE_APPROVAL
state becomes RESERVED when approved by the group.
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Slot Reservation State Description
WITHDRAWN Aslotis in a WITHDRAWN state when a user requests to withdraw a

reservation that was in a WAITING, RENEW_APPROVAL, or RESERVED state.

EXPIRED A slot that was previously in a state of RENEW_APPROVAL, NEW_APPROVAL,
REACTIVATE_APPROVAL, RESERVED, or PRE_ENROLL reaches its expiration date
and time.

CANCELLED A slot that was in a RENEW_APPROVAL, RESERVED, or PRE_ENROLL state is

cancelled by a CTSU or Group OPEN Administrator; or, the status of which a slot
that is in a WAITING state can automatically become CANCELLED if the subject
is enrolled onto another conflicting protocol.

When a subject in a WAITING queue becomes cancelled, the subject’s site
registrar will automatically be notified by email.

If an enrolling site becomes suspended, in progress slot reservations for the
enrolling site will enter the CANCELLED state.

PRE_ENROLL The status which a slot that was in a RESERVED status can enter once a user
initiates an enrollment; or, the status which a slot that was in a
RENEW_APPROVAL state can enter, after receiving group approval.

WAITING The status which a slot that was in a WITHDRAWN, EXPIRED, or CANCELLED
state can enter, when a reactivation request is automatically approved and no
slots are available. Also, a slot for a new reservation can enter this status, if the
slot request is automatically approved and no slots are available.

ENROLLED The status which a slot that was in a PRE_ENROLL state can enter, once the
subject is successfully registered onto the protocol.

REJECTED The status which a slot that was in a NEW_APPROVAL or
REACTIVATED_APPROVAL state becomes, when the users slot request is denied
by the Group, or when an enrollment is CANCELLED and the slot reservation is
delinked.

3.8 Daily Release of Slot Reservations to the Pool of Available Slots

The LPOs have the ability to configure a daily release time for moving slot reservations that enter a
CANCELLED, EXPIRED, WITHDRAWN, or REJECTED status, to the pool of Available Slots. This feature
allows OPEN users to know when slot reservations will enter the pool of Available Slots. This feature is
configured per protocol, and it cannot be used in conjunction with the Waiting Queue feature.

If the feature is enabled and a slot reservation is pending in a CANCELLED, EXPIRED, WITHDRAWN, or
REJECTED status, OPEN users will be informed of pending slot releases when they attempt to reserve a
slot. The information will be shown in the other locations where the slot availability information is
displayed, to help reduce the checking activities that some site users perform (as shown in Figure 25).
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4: Select Stratum/Dose Information:

Please select one of the available stratum/dose combination based on the predefined slot configurations
for the protocol

Select Stratum Croup Dose Available Slots Issued Slots Max Slots

) - .

21 * Stratum/Dose: ADVL1212 Part C PK Part 1 N/A 0* 2 2 1
O ADVL1212 Part C PK Part 2 N/A 3 1 4

“1 slots will be released at Thu Jan 14 15:00:00 EST 2016.

[l Cancel | [ StartOver | [ Submit

If no slots are available for an evaluation, and a slot is
pending release to the pool of available slots, the
release details will be displayed in the Create New

screen of the Slot Reservation tab. y,

Figure 25: A Message Lists When Slots are Pending Release to the Pool of Available Slots
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