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1. Introduction

This document provides information for using the Oncology Patient Enroliment Network (OPEN)
Transfer and Update Module (T&UM), including instructions for creating T& UM requests, reviewing
T&UM requests, and additional background information regarding the T&UM. (Note that terms patient
and subject are used interchangeably throughout the document.)

1.1 Organization of this Document

Section two provides an overview of the T&UM.

Section three describes and provides instructions regarding site transfer requests.

Section four describes and provides instructions regarding credentialing data update requests.

Section five describes and provides instructions regarding demographic data update requests.

Section six contains additional information regarding the T&UM.

1.2 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

OPEN T&UM Quick Reference Site User Guide
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2. Overview of the T&UM

2.1 Background

Subject enrollment information for a NCl-sponsored cancer clinical trial may need to be updated or
corrected. Previously, the update requests were manually processed using the combined efforts of the
CTSU, the Network Groups, and the Pharmaceutical Management Branch (PMB). After the changes were
validated and approved, the updates were made in multiple electronic systems (OPEN, Regulatory
Support System (RSS), NCI systems) and the lead protocol organization’s Clinical Data Management
System (CDMS). This process took a significant amount of time and coordination.

The T&UM within OPEN was created as the central location for site staff to request data changes (Site
Transfers, Credentialing Data Updates, and Demographic Data Updates) for completed subject
enrollments that are maintained in OPEN. Each request will undergo automatic validations and the
system allows Lead Protocol Organization (LPO) staff to manually approve requests (per their
preference). The T&UM will automatically update (when possible) systems outside of OPEN that also
contain the subject’s data (such as Rave and the LPO RandoNodes).

2.2 Accessing the T&UM

The T&UM is located within its own tab of OPEN and it is accessible to site users with either the Site
Registrar or Site Admin OPEN roles.

The structure of the T&UM tab is similar to the Enroll tab (both have In Progress, Create New, and
History subtabs); however it contains different types of data.

When a user clicks the T& UM tab they will be defaulted to the T&UM'’s In-Progress subtab (see Figure
1), which lists the In-Progress T& UM requests that the user may access (based on their active roster
affiliations) and allows to the review of existing requests.

# Home Slot Reservation Enroll History [RfI['J Reports RSS Help

I 1In Progress j Create New | History | Help Tool ?

In-Progress T&UM Requests * Click the Select button to review a particular record. For request that have been completed, p)

4 4123 p bl [25]v] |Seuch |Cleal|
| | || | | | | I

Action V  Request # Track # Site Study Patient ID Request Type Request Status Created |
[Seleci| 4| TUM-0000001362 | €} 450800 | ) MA125|S1404 701147 |SITE_TRANSFER REQUESTED |RIVERSY
[Select| 4| TUM-0000001354 | ) 450768 | @) MA125 [S1404 701133 |SITE_TRANSFER REQUESTED |RIVERSY
[Select| 47| TuM-0000001353 | @) 450764 | @ MA125|S1404 701132 |SITE_TRANSFER ACCEPTED  |RIVERSY

Figure 1: The T&UM Tab of OPEN

OPEN T&UM Quick Reference Site User Guide
Revision 16 April 25, 2023 Page 2 of 31



c1-su Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE
Linking practice to progress

OPEN T&UM Quick Reference Site User Guide

The T&UM'’s Create New subtab (see Figure 2) enables site users to initiate T& UM requests and to view
the list of LPOs that participate on the T&UM.

Home Slot Reservation Enroll History U] Reports RSS Help

In Progress [ Create New I'I History | Help Tool

58 The Transfer and Update Module(T&UM) handles data update requests (involving updates to a patient's institution,
credentialing data, and demographic data) for completed patient enroliments that are maintained in OPEN.

.Q Click here to access the tool for locating new sites for moving patients.

their T&UM Configuration Report.

Select the type of T&UM request that you would like to perform:

T&UM Request Type Description

Update the institution associated with a patient enrollment (this may involve updates to
credentialing data).

~. Site Transfer L\, For changes to a patient's institution, the transferring sites must initiate a
!_,' conversation with potential receiving sites on accepting their patients, and confirm
agreement prior to initiating the site transfer process in the T&UM tab of OPEN. All

outstanding data up to this point must be submitted by the transferring site and all
queries must be resolved.

O Credentialing Data Update | Update credentialing data for a patient that will remain at the same institution.

Update demographic data for a patient.
(") Demographic Data Update ﬁ Demography data in OPEN should reflect the patient status at the time of

enrollment. Corrections should be made only for data entry errors or if additional
demography information becomes available after enrollment.

Figure 2: The T&UM Create New Subtab

The T&UM'’s History subtab (see Figure 3) lists T&UM requests that have entered a terminal status
(CANCELLED, REJECTED, APPROVED) for the institutions with which the user has active roster affiliations.

The T&UM History subtab also shows records that were previously associated with the user’s sites (but
have since moved due to a T&UM Site Transfer).

OPEN T&UM Quick Reference Site User Guide
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@ Home Slot Reservation Enroll History FEXH Reports RSS Help

In Progress | Create Ne lI History IIHeIp Tool

-~

“Browse | Archive @ Vmmmm—wr

f The Browse screen lists the T&UM requests that were completed at the institutions that the user has roster affiliations with.
Click the Select button to review a particular record.
For requests that have not been completed, please go to the (T&UM) In Progress sub tab.

I4 412345 b bl [25]v] | Search || Clear |

I | || I I LI I |

Action V  Request# Track # Site Study Credit Step Patient|D Arm Request Type
| TuM-0000001363 o 450782 0 MNOZ26 | A071102 | ECOG-ACRIN |0 9109941 |N/A SITE_TRANSFER
?;' TUM-0000001361 0 450795 0 MNO08 | 51404 NRG 1 701146 |Screening |SITE_TRANSFER
”| TUM-0000001360 | 450782 0 AZ020 | A071102 | ECOG-ACRIN |0 9109941 |N/A CREDENTIAL_UPDATE

Figure 3: The T&UM History Subtab

The T&UM'’s Help Tool subtab (see Figure 4) contains a tool to assist with locating Receiving Sites for
subjects that will be moving (and require a replacement site).

# Home Slot Reservation Enroll History JTXI[TJ Reports RSS Help

In Progress | Create New | Histord | Help Tool | z

| T p————

Help Tool for Locating Receiving Institutions

To filter results, enter a value within a text-entry field (above a column's name) and click the search button.
Click the "Details" button to view the contact information for persons at an institution.

*protocok| | *zipcode:[ | *Radius:| |[Search

M b
L] L] I I[ I

This tool is designated to assist users with identifying potential receiving sites for patient transfers. Transferring sites must initiate a co
receiving sites on accepting patient transfers, and confirm agreement prior to initiating the the institution change process in

If further assistance is needed with finding an appropriate receiving institution, please contact the Lead Protocol Organization's Help Desk.

Site Site Name Status Comments Distance(Mile(s)) City State Zip Code Country
No records found!

Figure 4: The T&UM Help Tool Subtab
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3. Site Transfer Requests

Site transfer requests are for transferring a subject to a different site, which may also involve a change
to credentialing information.

Data points that can be updated with a site transfer request include (note some fields may not be
updateable per the LPO):

e Institution code;

e Persons associated with the subject (treating investigator, site registrar, etc., per each
study’s setup);

o Network Group Credit (The credit must remain the same if the receiving site is a
member of the Network Group that was credited for the enrollment, otherwise the
site may credit any other participating Network Group of which they are a member.
See 4.1 regarding further requirements for updating the Network Credit Group.);

e Credit Investigator.

Once a site transfer has been approved, the only OPEN users that will have access to the subject’s
information will be those that have a roster affiliation with the subject’s new institution.

Figure 5 provides a high-level overview of a site transfer requests workflow.

‘ Ho ch

im plemel?ted

Transferring L -
START - Site creates Reci::vi:lassne Review LPO reviews
Site Transfer t decision request
request ! HELLES

Reject

Request auto- ’ ‘ Changes
approved implemented

_| No chang
| implemented

* Transferring Site may cancel the request while it is in @ REQUESTED status.

Figure 5: High-Level Workflow for a Site Transfer Request
The remainder of this section provides instructions for the three main processes that are involved with
creating and completing a site transfer request:
1) Initiation of the site transfer request by the transferring site.
2) Review of the site transfer request by the receiving site.

3) Review of the site transfer request by the LPO (if required).

OPEN T&UM Quick Reference Site User Guide
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3.1 Initiating a Site Transfer Request

The first step in the process for a site transfer request is the initiation of the request by the transferring
site (the site that the subject will move from) user. Site users with the OPEN Site Registrar or OPEN Site
Admin role may create T&UM requests.

A user from the transferring site can use the Help Tool (which is located in the T&UM'’s Help Tool subtab
or within the T&UM’s Create New screen for a site transfer request) to locate potential receiving sites
and the contact information for those institutions. After the transferring site user communicates with
the receiving site and comes to an unofficial agreement regarding the transfer of the subject, the
transferring site user will initiate the site transfer request in OPEN.

Steps that transferring site will follow to initiate site transfer requests:

1) Loginto OPEN.

2) Click the T&UM tab and arrive at the In Progress subtab by default.
3) Click the T&UM'’s Create New subtab.
4) Click the Site Transfer option.

Home Slot Reservation Enroll History F0'J] Reports RSS Form Setup Admin Help

In Progress | Create New | History | Configuration | Help Tool | Sync

” The Transfer and Update Module(T&UM) handles data update requests (involving updates to a patient’s institution, credentialing data, and
demographic data) for completed patient enrollments that are maintained in OPEN.

# Click here to access the tool for locating new sites for moving patients.

” The T&UM can update enrollment data for these organizations: ABTC, ALLIANCE, BMTCTN, CITN, COG, COGC, ECOG-ACRIN, NCI, NCIC,

Report.

Select the type of T&UM request that you would like to perform:

T&UM Request Type Description

Update the institution associated with a patient enrollment (this may involve updates to credentialing data).
—_————— -
I

D Site Transfer | A\ For changes to a patient's institution, the transferring sites must initiate a conversation with

potential receiving sites on accepting their patients, and confirm agreement prior to initiating the
site transfer process in the T&UM tab of OPEN. All outstanding data up to this point must be
submitted by the transferring site and all queries must be resolved.

() Credentialing Data Update
Update credentialing data for a patient that will remain at the same institution.

Update demographic data fer a patient.

() Demographic Data Update ﬂ Demography data in OPEN should reflect the patient status at the time of enrollment.
Corrections should be made only for data entry errors or if additional demography information
becomes available after enroliment.

Figure 6: Select the Site Transfer option to begin a Site Transfer request

5) Locate the subject enrollment and click the Select button for the subject. For multi-step protocols,
only the most recent subject enrollment step is displayed (the prior enrollment steps are not
updated using the T&UM).

6) Enter the code for the Receiving Institution CTEP ID field and press the Tab key, or use the Help Tool
[ to select the code.

7) Make selections for following fields:

a) Requested Treating Investigator.

OPEN T&UM Quick Reference Site User Guide
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b) Receiving Institution Contact.
c) Case Status.
d) Transferring Site Contact Person.
8) Provide a response in the Comments field.

9) When done, click the Submit button to validate and create the site transfer request.

# Home Slot Reservation Enroll History [Ef0] Reports RSS  Help

In Progress | Create Mew | History | Help Tool

Selected Tracking & 187025 Details

Initials (LFM)
E1609 41478277 ow- 1 & MNDOS Amatruda, Thomas REGISTERED o7/11/]

Site Transfer Request

' * Receiving Institution CTEP ID: [wiozz (5] &
Institution Name: Saint Nicholas Hospital
" Pratocol Number: E160%
*| Protocol Title: A Phase I1I Randomized Study of Adjuvant Ipilimumab Anti-CTLAY Therspy Versus High-Dose Interf
‘| % Requested Treating Investigator: |Auchter, Richard M. [31410] [ALLIANCE,CTSU,ECOG-ACRIN, NCICIRE, NRG] w]
' * Receiving Institution Contact: | Cheslock, Jolene A. [500331] [CTSU,MPC,NCICIRE] il
*| * Case Status: | ACTIVE_TREATMENT| v

*| * Transferring Site Contact Person: [Alexander, Nicole [S26210] [ALLIANCE, CTSU,ECOG-ACRIN, MPC,NAG] |
*! Office Phone: (763) 581-2946

‘| Email: micole.alexander@parknicollet.com

%% Comments |FFauesting to transfer the patient to WI022.

W Bock| | Concel | I Submi ]

Figure 7: Complete the Site Transfer Request Form

10) The screen will refresh with a T&UM request number informing the user that the receiving site will
review the request and a complete summary of the request will be provided.

# Home Slot Reservation Enroll History L) Reports RSS  Help

In Progress | Create New | History | Help Tool

Selected Tracking 2 187025 Details

Initials (LFM) Step  Arm  Site Investigator
E1609 41478277 ow- 1 a MNOOB  Amatruda, Thomas REGISTERED

j.,______________________________________________-h
1 I{) Information

The T&UM Site Transfer Request TUM-0000000203 has been created, and it is awaiting further review

# The Site Transfer Request (for E1605 patient 41478277 is pending review by the receiving site, and they have been notified.
# The request will be implemented after receiving approval from the appropnate parties.

# The transferring site contact will receive a confirmation email once a review decision has been made by the recsiving site.

# This request cannot be modified at this point. The request may be cancelled while it remains in a REQUESTED status

s R ———_

e -

Figure 8: T&UM Site Transfer Request Initiated

NOTE: Email recipients will be sent a reminder notification every 14 days that a request remains in
progress. Automatic cancellation will occur for T&RUM requests that have been in the In Progress subtab
for 45 days without activity.

OPEN T&UM Quick Reference Site User Guide
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3.1.1 Site Transfers for Patients in a Follow-up Case Status

The following are site transfer requirements for patients with follow-up case status where protocol is
closed to accrual and later:

e Site must have a current (unexpired) IRB approval on file for the protocol.
e Site is not required to have all Protocol Specific Requirements (PSRs) complied.
e Site must have an approved DTL if required (regardless of protocol status).

If the trial is temporary closed to accrual, then all standard business rules apply, regardless of the case
status.

3.1.2 Cancelling a Site Transfer Request

Transferring site users have the ability to cancel a site transfer request as long as it remains in a
REQUESTED status. Complete these steps to cancel a site transfer request:

1) Loginto OPEN.

N

Click the T& UM tab, arrive at the T&UM’s In Progress subtab by default.

A W

)
)
) Locate the T&UM request and click the request’s Select button.
) Enter a comment in the Reason for Cancelling Request field.

)

5) Click the Cancel Request button.

# Home Slot Reservation Enroll History R0 Reports RSS  Help

In Progress | Create New | History | Help Tool

Selected Tracking £ 174041  Details

Protacol PID Initials (LFM) Step  Arm  Site Investigator Status
E1411 1382771394 Qu- 1 A MNOOB  Amatruda, Thomas REGISTERED
________ 1
| W Ganoel Request | §
[site Trar— il =l
(=) OPEN - Oncology Patient Enrollment Network - Internet Explorer t’ﬂ_ﬂ
[ logy Patient Enroll k [ALEXANDERN - 10/10/14 09:45:52 AM EDT] a B o
Registral |
e -

Cancel the T&RUM request # TUM-0000001300

I

haracters
* Reason for Cancelling Request: 200 character.

e e e

Request D+ max) |
Transferris “I . C\.\Irl!_rll Status: REQUESTED on 10/10/2014 09:41 AM EDT
\J Back Cancel Request W
ReceiVill] ™ e e e e e e e e e e e e e ——— =
L

Figure 9: Cancelling a Site Transfer that is in a REQUESTED Status

6) Click OK on the confirmation pop-up window to complete the cancellation request.

3.2 Review of the Site Transfer Request by the Receiving Site

The second step in the process for a site transfer request is the review of the request by the receiving
site (the site to which the subject will transfer).

Users at the receiving site will automatically be notified by email that a T&UM request is pending their
review.

OPEN T&UM Quick Reference Site User Guide
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Receiving site users will complete these steps to review pending site transfer requests:
1) Login to OPEN.
2) Click the T&UM tab, arrive at the T&UM'’s In Progress subtab by default.

3) Locate the request and click the Select button for its row.

# Home Slot Reservation Enroll "History FrYLJ Reports RSS  Help

In Progress | Create New | History | Help Tool

In-Progess TRUM Requests = Click the Salact button bo réview 3 pavticular record. For r

4 41 » M PR i
|

| % | rum-oo00000203 | @ 187025 | @ wiozz
. T =

Figure 10: Click the Review Request Button to Review the Site Transfer Request

4) Click the Review Request button.

# Home Slot Reservation Enroll History [T Reports RSS Help

In Progress | Create New | History | Help Tool

Selected Tracking £ 187025 Details
Initials (LFM)

E1609 41478277 - 1 A MHNOGE A

Figure 11: Click the Review Request Button for a Site Transfer

5) The screen will refresh with the site transfer request.
6) Read the Review Patient Information section.

7) Read the Review the Request from the Transferring Site section.

OPEN T&UM Quick Reference Site User Guide
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Slot Reservation Enroll  History KL 55 Help

In Progress | Creste New | Histery | Help Tool

Selected Tracking 8 167025 Detaits

Initials {LFM}) Investigator Stabux Date
E1609 41478277 owW- 1 & M08 Amatruda, Thomas REGISTERED 07/11/2014

[Site Transfer Request] TRUM Information for Request ID: TUM-0000000203
Review Patient Information
' Network Group Patient ID: 41475277
U Protocol Number: E1609
7 Step: 1
*| Treatment Assignment: &
| Protocol Title: A Phase 111 Randomized Study of Adjuvant Ipilimumab Anti-CTLA4 Therapy Versus High-Dose Interferon a-2b for Resected

Rewview the Request from the Transferring Site
 Request Type: SITE_TRAMSFER
*| Transferring Institution CTEP ID: MNODE g
*| Transferring Institution Mame: Abbott-Northwestern Hospital
'l Receiving Institution CTEP ID: WI022 @)
| Receiving Institution Name: Saint Nicholas Hospital
| Requested Treating Investigator: Auchter, Richard M. (31410) g
Receiving Institution Contact: Chesledk, Jolene A, (500331) @
7| Case Status: ACTIVE_TREATMENT
2l Transferring Site Contact: Alexander, Micole (526210), nwcole.alexander@parknicollet.com o
*| Transferring Site Comments: Reguesting to transfer the patient to WI022.

[ If Accepting ) Select the Persons associated with the Patient

Only one treating investigator® and one drug shipment investigator can be associated

Press () to add a person, or press () to remove

IF & shapping irvestigater i not selected, the shipping address will default to the treating investigator address
Protocol :p-aciﬂq instructions: Protocs! E1602 has the Fu[f:rvwrg associabion{s):

Treating Investigator (required), Site Registrar (required), Drug Shioment [nvestigator (optional), Contact person sample submission (required), Cont
Click 4 to refresh the Persan Names

LI

" H 0 P ! i § D P
@ |Treating Investigater s |[Buchter, Richard M. [31410]) [ALLIANCE CTSU,ECOG-ACRIN,NCICIRBNRG] || &
@ |[Contact person sample submission w || Davies, Brenda L. [S09653] [ALLIANCE, CTSU,ECOG-ACRIN, NRG] ilﬂ-
(=] naenling Perace w J[Auchter, Richard M. [31410] [ALLIAMCE,CTSU,ECOG-ACRIN,NCICIRE,NRG] 15 |
@ |site Registrar + ||| Davies, Brenda L. [509653] [ALLIANCE, CTSU,ECOG-ACRIN,NRG] |~|%

(1f Accepting) Select the Credited Group and Credit Investigator
'l % Metwork Group Credit: [ECOG-ACRIN | &
‘| % Credit 1 jator: [Bettag, Steven Mark [47802] [ALLIANCE,CTSU, ECOG-ACRIN NCICIRB,NRG] w | &

Provide the Contact Information for the Individual at the Receiving Site
' % Recelving Site Contact: [Cheslock, Jolene A, [500331] [CTSU,MPC,NCICIRE] [+]
! Dffice Phone: (520) 433-8272
' Email: Jolene.Cheslocki@hshs.org

Provide Comments Regarding this Request

o * Reviewer Comments: }imptinu the patient from MNOOS. (Mot required when accepting)

Il Back | [ Fsject Request | ] Accept Reguest |

Figure 12: Complete the Review Request Form for a Site Transfer

OPEN T&UM Quick Reference Site User Guide
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If Accepting the site transfer request:

a) Complete the Select the Persons associated with the Patient section. The treating investigator
selected by the transferring site will automatically prefill; however, it is at the discretion of the
receiving site as to which staff are associated with the subjects care.

b) Complete the Select the Credited Group and Credit Investigator section. If the receiving site is a
member of the group credited with the initial enrollment, the credited group for the subject
transfer must remain the same. Credited group can only change if the receiving site is not a
member of the original credited group.

8) If rejecting the site transfer request:

a) If rejecting the request, skip the Select the Persons associated with the Patient and Select the
Credited Group and Credit Investigator sections.

9) Select a Receiving Site Contact.

10) Provide a comment regarding the review decision in the Reviewer Comments field. If the LPO for the
protocol is COG or COGC, a mandatory Transplant Credit question will appear below the Reviewer
Comments field (see Figure 13) to allow the user to specify whether transplant credit is involved.

Provide Comments Regarding this Request The Transp"ant Cr&'dft field Wl” appear from T&UM
!l * Reviewer Comments: site transfers, when a receiving site user is
| * Transplant Credit: [YES <] reviewing a request for COG and COGC protocols.

H Back | [l Reject Request | [ Accept Request |

Figure 13: A Transplant Credit Question Will Appear for COG and COGC Protocols

11) Click either the Reject Request or Accept Request buttons to make a review decision.
12) Review the message in the pop-up window and click the OK button.

13) The screen will refresh and the outcome of the request submission will display at the top of the
screen. Accepted requests may require LPO review (this information would be displayed at the top
of the screen as an informational note).

# Home 'Slot Reservation Enroll "History ] Reports 'RSS Help

In Progress | Create New | History | Help Tool

F

Selected Tracking # 187025 Details
Protocol PID Initials (LFM) Step Arm  Site Investiga
EL&09 41478277 Qw- 1 A MNODS Amatruda,

1 Information

[

I The site Transfer request TUM-00000002032 has been ACCEPTED. I
+ The Lead Protocol Organization has been notified that this request is pending their review. [
----------------------------------

Figure 14: Message Confirms that the Site Transfer was Accepted, and Awaiting LPO Review

OPEN T&UM Quick Reference Site User Guide
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3.3 Review of the Site Transfer Request by the Lead Protocol
Organization (If Applicable)
The third step in the process for a site transfer request is review of the accepted site transfer request by

the LPO. Some protocols may not require LPO review, in which case this step is not needed, and
accepted requests are automatically set to an approved status and the data updates are applied.

Site and LPO users will be notified by email when a decision has been made regarding the T&UM
request.

OPEN T&UM Quick Reference Site User Guide
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4. Credentialing Data Update Requests

Credentialing data update requests are used for changing credentialing information for a subject that is
staying at the same site. Site users with the OPEN Site Registrar or the OPEN Site Admin role may create
T&UM requests. Unlike a site transfer request, the institution code for the subject cannot be changed
with this type of request and this request type does not involve a review process by additional parties.

Below is a list of data points that can be updated with a credentialing data update request (note that the
LPO may have set some of these fields to be non-updateable):

e Persons associated with the subject (treating investigator, site registrar, etc., per each
study’s setup);

e Network Group Credit (see section 4.1 for details);
e Credit Investigator;
e Radiotherapy Facility (RTF) Provider.

Figure 15 provides a high-level overview of the credentialing data update request process.

Requesting
START — Site creates imirl:g-ﬁ?ed -
request

Figure 15: Credentialing Data Update Process Workflow

The remainder of this section will provide instructions for creating and completing a credentialing data
update request.

4.1 Requirements for Updating Network Credit Group

e Credit for subsequent steps must be credited to the same group as the initial step even if the
subsequent enrollment is within seven days of the initial step.

e For single-step trials, T& UM will allow credit updates within seven days of the enroliment.

e For multi-step trials, T& UM should allow credit updates within seven days of the initial step. If
the initial enrollment step and a subsequent step(s) are completed within seven days (from
initial step), T&UM will allow credit update in the last step, and OPEN should update any
previous steps to the same group (as well as Credit Investigator and Treating Investigator if
updated in T&UM).

4.2 Creating a Credentialing Data Update Request

1) Login to OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.
3) Click the T&UM'’s Create New subtab.

4) Select the Credentialing Data Update action.

OPEN T&UM Quick Reference Site User Guide
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Home Slot Reservation Enroll History ETYIJ] Reports RSS Help
In Progress | Create New | History | Help Tool

f The Transfer and Update Module(T&UM) handles data update requests (involving updates to a patient’s institution,
credentialing data, and demographic data) for completed patient enroliments that are maintained in OPEN.

S Click here to access the tool for locating new sites for moving patients.

their T&UM Configuration Report.

Select the type of T&UM request that you would like to perform:

T&UM Request Type Description

Update the institution associated with a patient enrollment (this may involve updates to
credentialing data).

~ Site Transfer ﬁ For changes to a patient’s institution, the transferring sites must initiate a
["—‘ conversation with potential receiving sites on accepting their patients, and confirm
agreement prior to initiating the site transfer process in the T&UM tab of OPEN. All

outstanding data up to this point must be submitted by the transferring site and all
queries must be resolved.

[C) Credentialing Data Update

— e o mm — — — —

Update credentialing data for a patient that will remain at the same institution.

Update demographic data for & patient.

O Demographic Data Update ﬁ Demography data in OPEN should reflect the patient status at the time of

enrollment. Corrections should be made only for data entry errors or if additional
demography information becomes available after enroliment.

Figure 16: Select the Credentialing Data Update Choice

5) The screen will refresh to display a list of subjects that are at the institution(s) with which the user
has active roster affiliations.

6) Locate the desired subject’s enrollment and click the Select button for the enroliment’s row.

Home Slot Reservation Enroll History FXI[JJ Reports RSS Fo
In Progress | Create New | History | Configuration | Help Tool | Sync

;;Pushpm If a patient enroliment is for a multiple-step study, the most recent e
will not display on this screen

Select a patient enrollment from the list below for the Credentialing Dat

b2 412» »l [35v] [ Search |[Clear

First

Action v  Track# Protocol

5| 991384 NRG-LU007 © COHO97 NRG

4'|987168  |NRG-LUDO7 © pa13s NRG

Figure 17: Select a Subject Enrollment

7) The screen will refresh.

8) Make the necessary change(s) to the data using the available fields and complete the required fields
(those which contain a red asterisk).

OPEN T&UM Quick Reference Site User Guide
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9)

a)

Please note: if the Network Group Credit is for pre-NCTN organization (e.g., the former
Cooperative Groups such as GOG, ECOG, NSABP), the Network Group Credit and the Credit
Investigator fields will not be updateable. This is because the seven calendar day rule requires
the group to remain the same and the cooperative group rosters no longer exist.

! Home Slot Reservation Enroll History T Reports RSS Form Setup Admin Help
In Progress | Create Mew | History | Configuration | Help Tool | Syne fl

Selected Tracking # 921384 Details

Initials (LFM) Step  Arm Site Investigator Status Status Date
NRG-LUDOF  OHOSF-LUDOT-00023 S0~ 1 Avazclizemab  OHOBT  Saltzman, Josl REGISTERED 061072022

P Make the appropriate changes to the patent enroffment’s credentialing data, and provide comments regarding this update

Credentialing Data Update Request

= Select the AT/ provider(s)

= Press [ to add a RT/1, or press @ to remave

» Protocol speclfic instructions: Profocol MRG-LUDDT has the following associations):
TMRT [ redqguired ). 20 (reguwined )-

IMRT v || RTF-1B851 b

2
[*]

* Press () to add a person, or press i to remove
* Protecol specific instructions: Profocol MOG-LUOOT has the fallowing association(s):
Treating Investigator (required). Site Registrar (required)-
= Please specify a “Consenting Person™ when necessary or press i to remove the “Person Type™ selection.

Perzon Name [1D] [ Registration Type] [Network Group] [TRB Match]*

Consenting Person Slamae, Ernilie [6572713) [AP] [NRG,SWOG][ ]
Treating Investigator w || Blair. Henry F. [25899] [IVR] [NRG,SWOG][Y] w | &

* Network Group Cradit: | NRG W | Male: The cradit can anly e chamged within 7 calendar days From the date of anrallivent.
* Credit Investigator: [Blair, Henry F. [25899] [IVR] [NRG,SWOG][Y] v| %
* Requesting Contact Person: | Agwa, Eberechl Sandra [57765) [IWR] [NRG,SWOG] w |
Office Phone: (216) 491-68438
Email: agwaedocf.ong
Updated Treating [nvestigater. | J

* Comments

Figure 18: Make the Needed Updates on the Credentialing Data Update Request Form

Click the Submit button.

10) The screen will refresh and the user will be informed that the LPO has been notified, and the data
changes are being implemented. This completes the process for creating a credentialing data update
request.

OPEN T&UM Quick Reference Site User Guide
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Home Slot Reservation Enroll History JEAI[J] Reports RSS Form Setup Admin Help

In Progress | Create New | History | Configuration | Help Tool | Sync

Selected Tracking # 996601 Details
Arm  Site

MDO17

Initials (LFM)
mock-3a62a6 CoG 1 Test

Step Investigator

Schratz, Kristen REGISTERED

04/07/2023

| ©) Information

The T&UM Credentialing Data Update Request TUM-0000019252 has been APPROVED
% The Lead Protocol Organization has been notified. The data update processes have been initiated in the appropriate systems.

Figure 19: Screen Confirming the Credentialing Data Update was Approved

OPEN T&UM Quick Reference Site User Guide
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5. Demographic Data Update Requests

Demographic Data Update requests can be used for correcting or in rare instances changing some of the
demography data so long as the following requirements are followed:

No updates should be made to the demography data after the enrollment is completed, unless the
updates are to correct data entry errors or unless the site became aware of additional demography
information after the enrollment was completed. Below is the list of demography data that can only be
changed to correct data entry errors:

e Date of Birth
e Ethnicity

e Gender/Sex

e Race
e Zip code
e Country

e Method of payment

If the subject’s zip code, country, or method of payment change after the enrollment is completed, then
these changes should not be entered in OPEN.

For multi-step protocols, demography data entered in the initial step will be copied over to subsequent
steps. In addition, every time a subject is enrolled to a subsequent step, OPEN will run a validation to
ensure that demography data matches between all steps.

If a registrar attempts to update the demography data in subsequent steps during an enrollment process
where the T&UM is enabled, a warning message will be displayed stating that demography data cannot
be updated in subsequent steps and that they must make the demography data correction in the T&RUM
first, before proceeding with the subsequent enroliment.

For studies not using the T&UM, if a registrar attempts to update demography data during an
enrollment process, a warning message will be displayed stating that demography updates cannot be
made in subsequent steps and if corrections need to be made to the demography data, the registrar will
need to contact the CTSU Help Desk.

|

Reguesting

START —»| sitecreates
request 1

LPO Yes | LPO reviews
review? request

No changes
implemented

No

Request auto- Changes
approved implemented

1 Requesting Site may cancel the request while it is in @ REQUESTED status.

Figure 20: High-Level Overview of the Demographic Data Update Process

OPEN T&UM Quick Reference Site User Guide
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The remainder of this section will provide instructions for the two main processes that are involved with
creating and completing a demographic data update request:

1) Initiation of the demographic data update request by the requesting site.

2) Review of the demographic data update request by the LPO (if required).

5.1 Initiating a Demographic Data Update Request

—_—

) Loginto OPEN.

) Click the T& UM tab, arrive at the In Progress subtab by default.
) Click the T&UM'’s Create New subtab.
)

W N

4) Select the Demographic Data Update action.

Home Slot Reservation Enroll History FFA{J Reports RSS Help
In Progress | Create New | History | Help Tool

f The Transfer and Update Module(T&UM) handles data update requests (involving updates to a patient’s institution,
credentialing data, and demographic data) for completed patient enroliments that are maintained in OPEN.

Je Click here to access the tool for locating new sites for moving patients.

their T&UM Configuration Report.

Select the type of T&UM request that you would like to perform:

T&UM Request Type Description

Update the institution associated with a patient enrollment (this may involve updates to
credentialing data).

~ Site Transfer ﬁ For changes to a patient's institution, the transferring sites must initiate a

e conversation with potential receiving sites on accepting their patients, and confirm
agreement prior to initiating the site transfer process in the T&UM tab of OPEN. All
outstanding data up to this point must be submitted by the transferring site and all
queries must be resolved.

() Credentialing Data Update | Update credentialing data for a patient that will remain at the same institution.

Update demographic data for a patient.
_—— e = ———
10 Demographic Data Update || ﬁ Demography data in OPEN should reflect the patient status at the time of

_________ ~| | enroliment. Corrections should be made only for data entry errors or if additional
demography information becomes available after enrollment.

Figure 21: Select the Demographic Data Update Choice

5) The screen will refresh to display a list of subjects that are at the site(s) with which the user has
active roster affiliations.

6) Locate the desired subject’s enrollment and click the Select button for the enroliment’s row.

OPEN T&UM Quick Reference Site User Guide
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+# Home Slot Reservation Enroll History Y] Reports RSS  Help

In Progress | Create Mew | History | Help Tool

rffapahmemdfrmrrs for 8 multipla-stap study, the mest recant enralimant step will ba 4

Select a patient enrollment from the list below for the Demography Data Update Req

4 412245 » M |sz [ Search | [Clear
Il
mm—-

*E 191066 E1609 @ Mnoos ECOG-ACRIN
==

% | 187028 E1609 @ Mnoos ECOG-ACRIN 1
Figure 22: Select the Subject Enroliment

7) The screen will refresh.

8) Make the necessary changes or corrections to the Demography screen data and click the Continue
button.

& Home Slot Rese n Enrcll Mistory [FTYITY Reports 'RSS Help
in Progress. | Create New | Histery | Help Tool ¥ ) a

Selected Tracking # 191066  Datain

Tnitiaks (LFM)
E160% BESREGR SE- H bent L] Bloam, Stusrt REGISTERED [HFE i T |

Demographic Data Update Request
i Make the sopropnste changes (0 the patient demographec data, and ohok Continue

W Bk | | Coned

B Expand’Coliaces il Medil

= Standard_Patient_

il ] e i

= Standard_Demographics

B nl!lnll| - e e B! |
* Lthmicity |* Gender of 8 Person
() Hispanic or Lating (W Female Gender

#) Mot Haparse of Lating ) Hale Gervler

(71 Mot reported

) Unknown
* Country of Residense 5w ] " [Z1P Code 30850

- Standard_itace

* Race

[ Amrerican Indisn or Alasics Mabwve

) Asar

[ Bisck or african Amencan

[ Natrve Hawans of Sther Packs Lelander

[ white

[ het Reported

{Sedect all that apply)

= Standard_Method_of_Payment

* Hethod of Payment

() PRIVATE INSURANCE

(#) MEDICARE

() MEDICARE AND PRIVATE INSURANCE

(1 MEDICAID

(") MEDICAID AND MEDICARE

() MILITARY OR VETERANS SPONSORED NOS
) MILITARY SPONSORED (INCLUDHNG CHAMPUS BTRICARE)
() VETERANE SPONSORED

() SELF PAY (MO INSURANCE)

() MO MEANS OF PRYMENT (MO INSURANCE)
() OTHER

(O Umknen

Bk | [ Comod | [ Conione |

Figure 23: First Page of the Demographic Data Update Request Form

9) The screen will refresh.

OPEN T&UM Quick Reference Site User Guide
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10) Review the summary of the requested changes.
11) Select a Requesting Institution Contact Person.

12) Provide a comment regarding the change in the Comments field.

% Home Slot Reservation "Enroll History L] Reports RSS Help

In Progress | Create New | History | Help Tool B

Selected Tracking # 191066 Details

Initials (LFM) i Investigator Status Date
E1609 8688699 SE- 1 test MNOOE Bloom, Stuart REGISTERED 07/23/2014

Demographic Data Update Request

J? Confirm Demography Request Changes, and click Submit

Previous Value Updated Value 3%

Method of Payment | MEDICARE MEDICARE
Last | S A~
First | E E
21 % Demagraphy Ch Country of Residence | US us
Patient's Date of Birth | 07/15/1970 07/15/1970
Gender of a Person | Female Gender Female Gender
Ethnicity | Not Hispanic or Latino Mot Hispanic or Latino
ZIP Code | 20850 20850
Race | Asian Asian
*| * Requesting Institution Contact Person: |Alexandar, Nicole [526210] [ALLIANCE,CTSU,ECOG-ACRIN MPC,NRG]

| Office Phone: (952) 983-1517

%! Email: nicole.alexander@parknicollet.com

%] * Comments ‘Changlng the patient’s first initial from S to A.

[ Back | | Cancel | [ Submit |

Figure 24: Second Page of the Demographic Data Update Request Form

13) Click the Submit button.
14) Click OK on the confirmation pop-up window.

15) The screen will refresh, providing a T&UM request ID.

+# Home Slot Reservation Enroll History FFYITJ Reports RSS Help

In Progress | Create New | History | Help Tool ? {

Selected Tracking # 191066  Details

Initials (LFM) [ Investigator Status Date
E1609 BBEE699 SE- 1 test MNOD3 Bloom, Stuart REGISTERED 07/23/2014

- ——————
l'ﬁl..) Information
The T&UM Demography Data Update Request TUM-0000000184 has been created and is awaiting review by the Lead Protocol Organization
# The request will be implemented upon approval by the LPO. The LPO has been notified that this request is pending their review

I
I
l % The site contact will receive a confirmation email onoe a review decision has been made
# This request cannot be modified at this point. The request may be cancelled while it remains in a REQUESTED status

S RS RSN SN SN BN SN BN BN BN BN SN SN SN SN SN SN SN SN SN EEN SN SN SN SN SN SN SN SN SN SN SN SN SN SN NN BN SN SN NN NN SN SN BN SN SN SN S S

5

S —

Figure 25: Message Confirming Request Created, and Awaiting LPO Review

NOTE: Email recipients will be sent a reminder notification every 14 calendar days that a request
remains In Progress. Automatic cancellation will occur for T& UM requests that have been in the In
Progress subtab for 45 days without activity.

OPEN T&UM Quick Reference Site User Guide
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16) LPO review of the request may be necessary:
a) If LPO review is needed, the user will be informed when the screen refreshes.

b) If LPO review is not needed, the user will be informed that the request will be auto-approved,
changes implemented, and the LPO will be notified. Under this circumstance, the process for
creating a Demographic Data Update request will be complete.
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6. Additional Information Regarding the T&UM

6.1

List of Organization that Participate in the T&UM

The T&UM Create New subtab provides an automated list (see Figure 26) of LPOs that participate in the

T&UM.

In Progress |

# Home Slot Reservation Enroll History JXI['J] Reports RSS Help

“~

Create New | History | Help Tool

& The Transfer and Update Module(T&UM) handles data update requests (involving updates to a patient's institution, credentialing

data, and demographic data) for completed patient enroliments that are maintained in OPEN.

Jf Click here to access the tool for locating new sites for moving patients.

ACRIN, IBCSG, MD004, NCIC, NCIDTC, NCILYMB, NRG, P2C-CA189, PBTC, SWOG, USMCI. Click the hyperlink for an
l organization to view their T&UM Configuration Report.

Figure 26: Automated List of Organizations that Participate in the T&UM

To view the T&UM configuration details (including any protocol-level exceptions) for any of the listed

organizations, click their hyperlink (see Figure 27) to view a T& UM Configuration Report. The report will
list which T&UM request types the organization participates in and the report will list any protocol-level

exceptions.

L undatec to 2 natignt's ingtitution d ialing

3T The Transfer and Update Module(T&UM) handles data update requests
data, and demographic data) for completed patient enroliments that

T&UM configuration details for the organization.

f Click here to access the tool for locating new sites for moving patient:

Click an organization’s hyperlink to view detailed

~

J

CITN, COG, COGC, ECOG-

f The T&UM can update enrollment data for these organizations: ABTC, ALLIANCE, B
SMCI. Click the hyperlink for an

ACRIN, IBCSG, MD004, NCIC, NCIDTC, NCILYMB, NRG, P2C-CA189, PBTC, SWO
organization to view their T&UM Configuration Report.

(22 OPEN - Oncology Patient Enrollment Network - Internet Explorer

= B e |

Select the type

Oncology Patient Enrollment Network [BROWNAD - 07/11/16 11:09:43 AM EDT]

a B

T&UM Configuration Report for: SWOG

T&UM Reqw
@ Site Transfé

T&UM Settings

f This section displays (organization-level) T&UM settings for the selected organization.
Site Transfers? YES

Credentialing Data Updates? YES

0
=
©
a
©
=]
=
N
=

Demographic Data Updates? YES

o
I
3
o
=]
=
o
o
=

Protocol Exceptions

f This section displays exceptions to the "T& UM Settings”. The exceptions will override the organization-level
settings.

Protocol Site Transfer? Credentialing Update? Demographic Update?

lsosts _|NO INo No ]

L

Figure 27: T&UM Configuration Details for an Organization

OPEN T&UM Quick Reference Site User Guide
Revision 16 April 25, 2023

Page 22 of 31



c1-su Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress

OPEN T&UM Quick Reference Site User Guide

6.2 T&UM History Subtab

The T&UM History subtab contains information on T&UM requests that have entered an APPROVED,
REJECTED, or CANCELLED status.

For site users, the T&UM History subtab is divided into the Browse subtab, and the Archive subtab.

e The Browse subtab contains T& UM requests that are associated with the users site
affiliations.

e The Archive subtab contains T&UM requests that were previously associated with the

users site affiliations but have since been transferred to an unrelated site (due to a
T&UM site transfer).

Accessing this Feature:

1) Login to OPEN.
2) Click the History subtab of the T&UM tab. The Browse subtab will display by default (see Figure 28).

a) Toview a summary for a T&UM request, click the corresponding records Select button.

% Home Slot Reservation Enroll History FTYI[L] Reports RSS Help
In Pregness | Create New | History | Help Tool

| Browse Ib.rchlve

f The Browse screen lists the T&RUM requests that were completed at the institutions that the user has roster affiliations with.
B Click the Select button to review a particular record.

For requests that have not been completed, please go to the (T&UM) In Progress sub tab.

W B

I[ I[ I[ |
nm_m—m Patient 0
| o ‘T‘UM 0000000464 |@ 209645 | @ mno1s |SI4CID |ALL1ANCE |1 |700118-

I voonna | Ve O | S| |- e

Figure 28: The Browse Screen Shows Subjects that are Still at the Users Site(s)

b) To view a list of T&RUM requests for subjects that are no longer affiliated with the users site, click
the Archive subtab (see Figure 29). To view a summary for a T& UM request in the Archive
screen, click the records corresponding Select button.

4 Home Slot Reservation Enroll History FTXI[[J Reports RSS Help

Brnwse? Archive |

W

f The Archive screen lists the completed TRUM requests for patients that transferred from site(s) that the user has roster affiliations with.
# Click the Select button to review a particular record.

Nuwi ] @ --
| ]| ] | | ]

O T T S N T
| Setedi| | rum-o000000464 | @ 209826 |@ MNO19 ‘51400 | aLLiance ‘1 | 700118-1 |
=== ol 1 1 1 1

Figure 29: The Archive Screen Shows Subjects that are No Longer Affiliated with the Users
Site(s)
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6.3 T&UM Patient History Report

A T&UM Patient History Report is available in the Summary screens in the History tab of OPEN for
patient enrollments that have approved T& UM requests. Once a user clicks the T& UM Report button, a
report will appear in a pop-up window that lists all of the T& UM changes that are associated with the
patient. This provides users with the ability to have a complete picture of the T&UM changes that were
applied to their patient across all enrollment steps.

Accessing this Feature:

1) Login to OPEN.

2) Select a patient from the Browse subtab of the History tab.

3) Inthe Summary screen, click the T& UM Report button (if present).

@ Home Slot Reservation Enroll IS0 T&UM Reports RSS Help

Browse | Summary | | Demography | Checklist | Funding
— ! ------- ‘
Step 1 Registration Information: [Tracking # 213172] l Create Step 2 ]' T&UM Report |!
L]
Protocol Number: E1411 ProtocoT Title — =
Patient ID: 1372731922 fnrergroup Randomized Phase I

Rituximab+Bendamustine Follow
. Rituximab Consolidation (RBV--3
Initials (LFM): GE- Arm D = Rituximab+Bendamusti

Treatment Arm: B

Treatment Assignment Code: OTHER

Cisplatin 100mg/m?2 IV over 1 hour

Treatment Assignment Description: ‘,’gﬂm" [1' b 21 d;‘; s and Ta"n‘"

Figure 30: The T&UM Report button launches the T& UM Patient History Report

4) The T&UM Patient History Report will load in a pop-up window (see Figure 31).
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= OPEN - Oncology Patient Enroliment Network - Internet Explorer EI@
Oncology Patient Enrollment Network [STAUFFERM - 03/09/15 11:02:45 PM EDT] s B8 A
T&UM Patient History Report
Selected Tracking# 213172  Details
Initials (LFM) Investigator Status
E1411 1372731922 GE- 1 B CO127  Feiner, Alan REGISTERED 03/09/2015
Tracking: EREIRF)
& Requests# 0000000
Req [DEMOGRAPHY_UPDATE
e Vo O 03/05/2015 03:07 PM EDT
= Request Details from the Requesting Site
Previous Value Updated Value §i5%
ZIP Code -
Ethnicity | Not Hispanic or Latino Not Hispanic or Latino
Gender of a Person | Female Gender Female Gender
Patient Hospital No. -
Patient's Date of Birth | 03/05/1930 09/18/1930 “
, =o
b hy Dataz| COUNErY of Residence | TO
Method of Payment | MEDICARE MEDICAID “
Middle =
First |E E
Last |G G
Patient SSN | 621415545 621415545
oo \T-:l;ltwa Hawaiian or other Pacific Islander
White
Requesting Site Contact:|Lu, Ming (533448), minglu@westat.com &) v

Figure 31: T&UM Patient History Report

6.4 T&UM Help Tool

The T&UM Help Tool assists with locating potential receiving sites for patients that need to move to a
different site. Site users may contact the LPO if additional assistance is needed with locating a receiving

site for their subject.

Google Maps functionality was integrated into the T&UM Help Tool so OPEN users can see where

potential receiving sites are located.
Accessing this Feature:
1) Loginto OPEN.
) Click the T&UM tab.
3) Click the Help Tool subtab.
)

Provide the necessary values for the Protocol, Zip Code, and Radius fields (see Figure 32).
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Home Slot Reservation Enroll

In Progress | Create New | History | Help Tool

History KT} Reports

RSS Help

Help Tool for Locating Receiving Institutions

T&UM tab of OPEN.
-
-
-

: * Protocol:

“rn BE O (oo

No records found!

This tool is designated to assist users with identifying potential receiving sites for patient trans
potential receiving sites on accepting patient transfers, and confirm agreement prior|

To filter results, enter a value within a text-entry field (above a column’s name) and click the s
Click the "Details” button to view the contact information for persons at an institution.
If further assistance is needed with finding an appropriate receiving institution, please contact

R TN W W R N N N N S N N S N N S R R N R,

| * 2ip Code:[15232 | * Radius:[100 | [Search fieas

N N SN N N BN NN NN BN BN N BN BN NN BN BN BN BN BN BN NN BN BN NN BN BN BN N N

e e N 1

Figure 32: Enter Search Criteria in the T&UM Help Tool

Click the Search button.

Google Map will display on the left side of the screen

The screen will refresh and display results using the Google Map interface (see Figure 33). The

and a list of the different receiving sites

(complete with their addresses) will display on the right side of the screen. A searchable list of all

the results will display at the bottom of the screen.

In Progress | Create New | History | Configuration | Help Tool | Sync B [E] = Q
Help Tool for Locating Receiving Institutions
* This tool is designated to assist users with identifying potential receiving sites for patient transfers. Transferring sites must initiate a conversation with potential receiving sites on accepting patient transfers, and
confirm agreement prior to initiating the the institution change process in the TRUM tab of OPEN.
* To filter results, enter a value within a text-entry field (above a column’s name) and click the search button.
« Click the "Details” button to view the contact information for persons at an institution.
+ If further assistance is needed with finding an appropriate receiving institution, please contact the Lead Protocol Organizatien's Help Desk.
* Protocol:[51007 * Zip Code:[15232 * Radius: [Search]  [Cleag
Map of Receiving Institutions
=]
Cleveland J Lol - Map | Satelite | PA146 @ [Details A~
[/ -~ ;  gbeachwond t 1 (&2} StMarys UPMC Washington Hospital Radiation Oncology
= (OB Y-_—= {47 Elk State Forest 155 Wilson Avenue, Washington, PA 15301
=g “‘@ ! 572)
| Warren|  sharon & Clatich PA371 @ Deta
e e = i LA s , UPMC Uniontown Hospital Radiation Oncology
} en v, T \ = 4 g 51 Brewer Drive, Uniontown, PA 15401
A _Youngstown T
()it DY New Castle Clealield _PA263 @ [Detailg
s Brten f 3is P Loy o) , UPMC Jefferson Regional Radiation Oncology
e o Alliance iy - 565 Coal Valley Road, Pittsburgh, PA 15236
ilan P {azz)
ansfield| (35} Coplor ) stau PA122 @ =)
gfisid (36} =7 @ ol UPMC-Saint Margaret
L : \! 5] 815 Freeport Road, Pittsburgh, PA 15215
w ) Indigha
New hy Ay ) Al PA3s3 e
Philadelphia \ [0) A = floretto 2N A inkinga UPMC-C lis/ valley Radiati
= o } P 3. T3 = Oncolog
It Vernof| (5] i N 75} eod | = Yo 1600 Coraopolis Heights Road, Moon Township, PA 15108
5 B 22 } oevllle | Hollidaysburg
() { - 1 tiobe Johnyftown i
% \ 2 5 ! PA137 @ Details
| %) 3 thel Park
= ~ y ancer Center a orthw
&£ UPMC C Center at UPMC Northwest
y I & Weshfigton | 492 100 Fairfield Drive, Seneca, PA 16346
= Wheeling 4" | \ @~ 2 Appalach il
NewaTk Combiide ke by S, \ Yoo "A270 [Details
L | \ ' L4 m UPMC-Johnstown/John P. Murtha Regional Cancer
S —— e Mouridsville Center
W ozanesville W " 2 L 337 Somerset Street, Johnstown, PA 15901
&) ‘ 2
=S 250) PAD1S [Deils |
B i I Map dets 82015 Google TermeofUse Reponameperor @ rsity of Pittsburgh Cancer Institute (UPCT)
RISy
rrooca Jsu m Dot mm e
51007 | @ PAD20 |UPMC-Shadyside Hospital Approved Pittsburgh 15232 |us
51007 | @) PADLS |University of Pittsburgh Cancer Institute (UPCI) Approved Add from packet 0 Pittsburgh PA (15232 |Us
51007 | @ PADL4 |UPMC-Presbyterian Hospital Approved 1 Pittsburgh PA (15213 |US
S100° A Pa011 LIDAC B B0, i, il L ol 1 DA 1521 Lic

Figure 33: T&UM Help Tool Results
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7) To see contact information for a particular site, click the Corresponding Details button. A pop-up
window will appear with the contact information for the Administrator and Data Administrator (if
available) for the site.

(2 OPEN - Oncology Patient Enroliment Network - Internet Explorer @ﬂ

& [Cos]

Detailed Contact Information for Persons at PA047

® The below tables displays the contact information for persons at the selected institution that have an active Administrator or Data Administrator role.
» If further assistance is needed with finding an appropriate receiving institution, please contact the Lead Protocol Organization's Help Desk.

First Last Office

Name Name Site Site Name Phone  Email Mailing Address
'WellSpan Ms. Debi Paige WellSpan Health-York Cancer Center
Esta trat Debi Paige PAD47|Health-York E;‘;”; 8 dpaige@wellspan.org York Cancer Center Oncology Research 25 Monument Road
ministrator Hospital 1-8181 Suile 25612 York, PA 17403 US

Figure 34: Details Popup for the T& UM Help Tool

6.5 Locating T&UM Requests in the History Tab of OPEN

The T&UM Type column in the History tab of OPEN can be used for identifying enrollments that are
associated with approved T&UM requests.

Accessing this Feature:
1) Loginto OPEN.
2) Click the History tab. The Browse subtab will display by default.

3) Enrollments that have an approved T&UM request will have a designation (or multiple designations)
in the T&UM Type column. Enrollments that have not involved any approved T&UM requests will
have no entries in the T&UM Type column.

@ Home TITY] Reports 'RSS 'Help

Browse | Summary | Prerequisite | Demography | Checklist | Funding ? (=]

Eoraase select a registration to start with... ]

uuw-. -- mmm———— -

I | - ] I Il |
mmm—m_mm—
259872 |E1910 @ Axoo2 ALLIANCE 19141 ELIGIBLE REGISTERED 08/17/2015 04:22 PM |

@ /3"' 259866 E1910 @ Axo02 ALLIANCE 2 1213345 1 ELIGIBLE REGISTERED 08/17/2015 12:00 AM | CREDENTIAL_UPDATE

| I[Selecd| 5| 259861 lr1a1n @ @ Axo02 ALLIANCE 1 1213345 1 ELIGIBLE __ |REGISTERED 08/17/2015 12:00 AM by rd

Figure 35: The T&UM Type Column Identifies Enroliments with Approved T&UM Requests

4) To filter through the enroliments by a particular T& UM Type (none, Credentialing Data Update,
Demographic Data Update, Site Transfer), click the text-entry box above the T& UM Type column
and select the appropriate choice.
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= T T T

F‘

I Randomized Date
08/17/2015 04:22 PM|

-”
f

08/17/2015 12:00 AM

/1

CREDENTIAL_UPDATE
DEMOGRAPHY_UPDATE -ti

%E&m%HE '\; &

NaMIMINIE 1900 AM

s WY

Figure 36: Results can be Filtered by the T&UM Type

5) After making a selection in the text-entry box above the T&UM Type column, the results will refresh
as requested (see Figure 37).

@ Home N7 Reports RSS Help

hy | Checklist | Funding

Browse |

ite | De

B =

E"fease select a registration to start with...

)

4

bN

-®--

| [CREDENTIAL_UPDATE|

MHE-__M_MWE_I

Figure 37: The Filtered Results for the T&UM Type

| | |259866 |E1910 @ K002 |auancE |2 1213345 1 |EUGIBLE  |REGISTERED 08/17/2015 12:00 AM | CREDENTIAL_UPDATE
[Select] H
[Belect | 7| |259857 |E1910 @ K002 ALLIANCE |3 19293 1 |EUGIBLE  |REGISTERED 08/17/2015 12:00 AM | CREDENTIAL_UPDATE
ect]| 557 1 1 12:

| 259826  |E1910 @ K002 ALLIANCE |2 19293 ELGIBLE  |REGISTERED 08/12/2015 12:00 AM | CREDENTIAL_UPDATE

| |259825  |E1010 @ @ K002 [ALLIANCE |1 19293 1 |EUGIBLE  |REGISTERED 08/12/2015 12:00 AM | CREDENTIAL_UPDATE

s
Selectl 25982 Figin £ K002 ALLTANCE i} 1929 1 FIIGIRIE | REGISTFRED 0R/12/2015 12:00 AM | CREDENTIAL UPDATE |

OPEN T&UM Quick Reference Site User Guide
Revision 16 April 25, 2023

Page 28 of 31



crsu Cancer Trials Support Unit
A SERVICE OF THE NATIONAL CANCER INSTITUTE

Linking practice to progress OPEN T&UM Quick Reference Site User Guide

6.6 T&UM Statuses

During the lifecycle of a T&UM request, the request will go through a series of statuses. The status
begins with REQUESTED, it can enter a series of intermediary statuses, and then it ends in a terminal
status. Table 2 describes the different T& UM statuses.

Table 2: T& UM Statuses

# | Status Name Description

1 REQUESTED The initial T&UM status for all requests. During this stage the request ID is generated and
the request enters the In-Progress subtab.

2 CANCELLED A user from the transferring or requesting site cancelled the request while it was in a
REQUESTED status. This is a terminal status (these requests cannot be re-activated). The
request will enter the T& UM History subtab.

3 ACCEPTED A site transfer request was accepted by the receiving site. Depending upon the
configurations, this request will either go to the LPO for manual review or automatically
enter an APPROVED status. This status only applies to site transfer requests.

4 REJECTED A request that is not accepted or approved by the reviewing party (either the receiving site
or the LPO). This is a terminal status. The request will enter the T&UM History subtab. No
updates will be applied. This status only applies to site transfer and demographic data
update requests.

5 QUERIED A site transfer request that was sent back to the receiving site for review. These requests
will remain in the In-Progress subtab. This status only applies to site transfer requests.

6 APPROVED A request that was approved by the LPO reviewer, or was automatically approved due to
configurations. This is a terminal status. The request will enter the T& UM History subtab.

6.7 T&UM Roles

Access to the T&UM tab is controlled by the OPEN role of the user, as well as their institution roster
affiliation(s).

Users with the following OPEN roles will have the ability to create and review T&UM transactions:
e Site Registrar;

e Site Admin.

6.8 Systems that are Automatically Updated
After T&UM requests are approved, the updates are automatically applied to the following systems:
e OPEN/RSS.

e LPO RandoNodes (some LPOs will manually apply the T&UM requests to their
databases).

e Rave (exceptions: the LPOs will manually apply site transfer updates to Rave and LPO’s
that initialize patients to Rave will perform the T& UM updates to Rave for those
patients).
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6.9 T&UM Data Validations
This section lists the validations that are performed on the data included in T&UM requests.

General Validations

e If a patient enrollment has an In Progress next-step OPEN patient enroliment, a T&RUM
request cannot be created for that patient enrollment.

e If a patient enrollment has an In Progress T& UM request, another T&UM request
cannot be created for that subject enroliment.

e Ifan In Progress T&UM request exists for a subject enrollment, a next-step OPEN
subject enrollment cannot be initiated for that subject’s enrollment.

e The Person drop-down menus will load persons who have an active roster affiliation
with the site in question (for all persons except credit investigator).

Site Transfer Validations

When a user clicks the Submit button to initiate a site transfer request, the following validation will run:

e For studies with a Protocol Information Office (PIO) status other than active, the
receiving site must have a current Institutional Review Board (IRB) approval.

e The treating investigator at the receiving site must have an active status with CTEP.

e Receiving sites with a withdrawn site registration status will not be allowed, even if
the study is active or the receiving site has a valid IRB approval.

e The treating investigator must have an active roster affiliation with a participating
organization.
During a site transfer request, when a site user clicks the Accept button for a request, or a LPO user
clicks the Approve button for a request, the following validations will run:
e For protocols with non-active statuses:

o If the subject case status is active treatment, the receiving site must have an
IRB approval in the RSS and must comply with all Protocol Specific
Requirements (PSRs).

o If the subject case status is follow-up, the receiving site must have an IRB
approval in RSS, and all PSRs do not need to be complied.

o If the protocol requires a Delegation of Tasks Log (DTL), regardless of the
subject case status, the receiving site must have an approved DTL. This is a
separate check completed in OPEN.

e For studies with an active status, the receiving site must have an approved site
registration status for the study regardless of the patient case status.

e The treating investigator at the receiving site must have an active status with CTEP.

e The receiving site must be an active treatment member of the organization receiving
follow-up credit.
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e The treating investigator at the receiving site must have an active status on the
credited organizations roster for the receiving site.

e Receiving sites with a withdrawn site registration status will not be allowed, even if
the study is active or the receiving site has a valid IRB approval.

e If the receiving site is a member of the Network Group that was credited by the
transferring site, the credited organization must stay the same.

e For pre-NCTN enrollments, the credited group must be the post-NCTN Network Group
that replaced the pre-NCTN Cooperative Group; however, if the receiving site is not a
member of the post-NCTN Network Group, another group may be selected.

e The treating Investigator must have an active roster affiliation with a participating
organization.

Credentialing Data Update Validations

During a credentialing data update, when a site user clicks the Submit button, the following validations
will run:

e For studies with an active status, the site must have an approved site registration
status.

e For studies with a status other than active, the site must have a current IRB approval.
e The treating investigator must have an active status with CTEP.

e The site must be an active treatment member of the organization receiving follow-up
credit.

e The treating investigator is active on the credited organization roster for the site.

e Sites with a withdrawn status cannot complete a T&UM request, even if the study is
active or the IRB approval is valid.

e If the patient enrollment was completed more than seven calendar days ago, the
credited Network Group must stay the same.

e The Credit Investigator drop-down menu will only display persons that are active on
the credited organization’s roster.

o If the credited group is an NCTN organization, a validation will run when a user clicks
the Continue button, to ensure that the credit investigator is active on the credited
group’s roster. If the credited group is a pre-NCTN Cooperative Group, the credit
investigator validation will not run because the credit investigator is no longer on the
pre-NCTN Cooperative Group’s roster (and the Network Group Credit field will not be
updateable).

Demographic Data Update Validations

During a demographic data update, when a site user clicks the Submit button, Demography screen
validations configured by the LPO will validate the data. If any of the validations fail, the user will receive
an error message.
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