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Introduction

1. Introduction

This document is designed to provide Network Group staff with an overview of OPEN’s Transfer and
Update Module (T&UM). Also included are instructions for creating T&UM requests, reviewing T& UM
requests, configuring T& UM settings, and additional background information regarding the T&UM.

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&RUM.

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 Guide for Group Users
Revision 23 January 31, 2025 Page 1 of 40



Enrollment Network

\(;} PE Oncology Patient CTSU frr T uu Unit

Overview of the T&UM

2. Overview of the T&UM

2.1 Background

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

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, when
configured, the system allows LPO staff to manually approve requests. The T&UM will automatically
update (when possible) systems outside of OPEN that also contain the subject’s data (e.g., Rave, LPO
RandoNodes).

2.2 Accessing the T&UM

The T&UM is located within its own tab of OPEN and it is accessible to LPO users with OPEN roles of
Group Registrar, Group Registrar Admin, or Group Staff.

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 (Group
review is only permitted if the user is on the Group roster):

e CTSU_REG

e CTSU_REG_ADMIN

e GROUP_REG

e GROUP_REG_ADMIN
e SITE_REG

e SITE_ADMIN

e SYS_ADMIN

Users with the following OPEN roles will only have the ability to view T&UM transactions (read-only
access):

e CTSU_STAFF
e HELP_DESK

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

When a user clicks the T&UM tab they will be defaulted to the In Progress subtab (see Figure 1), which

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 2 of 40
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lists the In-Progress T&UM requests that the user may access based on their active roster affiliations and
allows the review of existing requests.

y Home Slot Reservation Enroll History FEALl Reports RSS Form Setup Admin Help

In Progress | Create New | History | Help Tool

In-Progess T&UM Requesis * Click the Select button to review a particular record. For request that have b

W B @ [
[ 1]
u“—m

7| Tum-0000001274 0 174017 @ WI0593 E2108 @ 324132 SIT|
@ 5‘9“ TUM-0000001272 @ 174037 @ wiois E1311 @ 1323 SIT|
Results 1 - 2 of 2. {The browser will retrieve only the first 500 recerds and the first 1000 while exporting. Add g

Figure 1: The T&UM Tab of OPEN

The T&UM Create New subtab (see Figure 2) enables OPEN users to initiate T& UM requests and to view
the list of lead organizations that participate on the T&UM.

Home Slot Reservation Enroll History Y] Reports RSS Help
In Progress [ Create New I'I History | Help Tool

5 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.

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

their T&UM Conflguratlon 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

S 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.

(") 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

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 3 of 40
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The T&UM 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.

@ Home Slot Reservation Enroll History RFXI[YJ Reports RSS Help

.l History lIHeIp Tool
Browse | Archive e

In Progress | Create Ne

’ 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 p pl [25[v] [ Search || Clear
| /| /| I I | || Il |

Action V Request# Track # Site Study Credit Step PatientID Arm Request Type
Selec]| 4" | TUM-0000001363 | @ 450782 | @) MNO026 | A071102 |ECOG-ACRIN |0  |9109941 [N/A SITE_TRANSFER
+'| TuM-0000001361 | € 450795 | @) MNOO8 [S1404 |NRG 1 |701146 |Screening |SITE_TRANSFER
% | TUM-0000001360 | §) 450782 @) AZ020 |A071102 |ECOG-ACRIN [0  |9109941 |N/A CREDENTIAL_UPDATE

Figure 3: The T&UM History Subtab

The T&UM 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 RV Reports RSS Help
In Progress | Create New | History | Help Tool | 2

(.

A N

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 co

receiving sites on accepting patient transfers, and confirm agreement prior to initiating the the institution change process in
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.

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

*protocol:[ | *zipcode:[ | *Radius:[ _|[Search [Cieat
TR

L] L1 C__I |

Protocol Site Site Name Status Comments Distance(Mile(s)) City State Zip Code Country

No records found!

Figure 4: The T&UM Help Tool Subtab

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 4 of 40



\(:)\ PE Oncology Patient C TS Soncer,Trints Support Unit

Enrollment Network

Site Transfer Requests

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:

Once a

Institution Code;

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

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 they 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);

Credit Investigator;
Courier Account Name (if the field is configured as available for the study);
Courier Account Number (if the field is configured as available for the study).

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 (or LPO and
CTSU staff).

Figure 5 provides a high-level overview of a site transfer request’s workflow.

No chang
implemented

Transferring L - v
START — Site creates Reci::n&ssne Review LPO reviews
Site Transfer e decision request
request ' eq +

Reject Approve

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.

OPEN T&UM Quick Reference Guide for Group Users
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2) Review of the site transfer request by the receiving site.

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

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 (at the transferring site) may create T& UM requests.

A user from the transferring site can use the Help Tool (which is located in the Help Tool subtab or
within the 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 Create New subtab.

4) Click the Site Transfer option.

Home Slot Reservation Enroll History X7 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 (invelving updates to a patient's institution, credentialing data, and
demographic data) for completed patient enrollments that are maintained in OPEN.

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

NCICCR, NCIDTC, NCILYMB, NRG, PBTC, PEP-CTN, SWOG, USMCI. Click the hyperlink for an organization to view 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).

r ______ b

() Site Transfer

1 _ _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.

(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 A\ 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

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 6 of 40
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5)

6)

7

8)
9)

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 enroliment steps are not
updated using the T&UM).

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

Make selections for following fields:

a) Requested Treating Investigator

b) Receiving Institution Contact

c) Case Status

d) Transferring Site Contact Person
Provide a response in the Comments field.

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

A Home Slot Reservation Enroll History FT U] Reports RSS Help

In Progress | Create New | History | Help Tool

Selected Tracking £ 187025 Details
Protocol PID Initials (LFM) Step Arm Site Investigator Status Status
E1609 41478277 Qw- 1 A MNOO8 Amatruda, Thomas REGISTERED 07/11/

Site Transfer Request

! * Receiving Institution CTEP 10: (w1022 |[z] &
Institution Name: Saint Nicholas Hospital
Protocol Number: E1609
>/ Protocol Title: A Phase III Randomized Study of Adjuvant Ipilimumab Anti-CTLAS Therapy Versus High-Dose Interf)

/% Regq d Treating Investigator: |Auchter, Richard M. [31410] [ALLIANCE,CTSU,ECOG-ACRIN,NCICIRB,NRG] v
* Receiving Institution Contact: |Cheslock, Jolene A. [S00331) [CTSU,MPC,NCICIRB] ]
"I * Case |ACTIVE_TREATMENT | v
“| * Transferring Site Contact Person: |Alexander, Nicole [526210] [ALLIANCE,CTSU,ECOG-ACRIN,MPC,NRG] v]

*' Office Phone: (763) 581-2946

Email: nicole.alexander@parknicollet.com

|Requesting to transfer the patient to WI1022.

|

_* Comments

W Bock | W Concel |

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.

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 7 of 40
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+# Home Slot Reservation Enroll History FFYITJ Reports RSS Help

In Progress | Create New | History | Help Tool

Selected Tracking £ 187025  Details

Protocol PID Initials (LFM) Step Arm  Site Investigator Status
E1609 41478277 W- 1 A MNOOS Amatruda, Thomas REGISTERED
o T — T — T —— ] — - — — - N

Ftl_) Information

'
1
I The T&UM Site Transfer Request TUM-0000000203 has been created, and it is awaiting further review

| ® The Site Transfer Request (for E1609 patient 41478277) is pending review by the receiving site, and they have been notified.
1

1
T
1
# The request will be implemented after receiving approval from the appropnate parties. 1
# The transferring site contact will receive a confirmation email once a review decision has been made by the receiving site. ]
# This request cannot be modified at this point. The request may be cancelled while it remains in a REQUESTED status ]

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&* UM requests that have been in the In Progress subtab
for 45 days (90 days for COG studies) without activity.

3.1.1 Site Transfers for Patients in a Follow-up Case Status

The following are site transfer requirements for patients with a follow-up case status where the 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 so long as it remains in a
REQUESTED status. Follow the steps below to cancel a Site Transfer request:

1) Login to OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.
3) Locate the T&UM request and click the request’s Select button.
4) Enter a comment in the Reason for Cancelling Request field.

5) Click the Cancel Request button.

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 8 of 40
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@ Home ' "Slot Reservation "Enroll "History YT Reports 'RSS' ‘Help
In Progress | Create New | History | Help Tool

Selected Tracking # 174041  Details

Protocol PID Initials (LFM) Step Arm  Site Investigator Status
E1411 1382771394 Qu- 1 A MNOOS  Amatruda, Thomas REGISTERED
________ )
L 1
........
[Site Tray— —
) OPEN - Oncology Patient Enroliment Network - Internet Explorer
Oncology Patient vk [ALE - 10/10/14 09:45:52 AM EDT) an A
Registra
o i e e A s <8
‘,’Cancel the T&UM request # TUM-0000001300 \
I i :
] S
1: * Reason for Cancelling Request: i’m e
Request : max) I I
i Current Status: REQUESTED on 10/10/2014 09:41 AM EDT }
\ ] Back | [ Concel Request 7 v
Receivil ———————————————————————— - -

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.

Site users with the OPEN Site Registrar or OPEN Site Admin role (at the receiving site) may review T&UM
Site Transfer requests that are in a REQUESTED status.

Below are the steps that receiving site users will follow to review pending site transfer requests:
1) Loginto OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.

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

@ Home Slot Reservation Enroll  History 1&0" Reports RSS Help
In Progress | Create New | History | Help Tool

In-Progess T&UM Requests = Click the Selact button to review a particular record. For rg

4 41 » »l 25 v] =) | Search | | Clear |
L Il |
S T -
LSBEE[ % [mu-ooooooozos | @ 187025 | @ wi022
e 1 T -

T

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

4) Click the Review Request button. The screen will refresh with the site transfer request.

5) Read the Review Patient Information section.

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 9 of 40
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@A Home Slot Reservation Enroll History [EYICJ Reports RSS  Help

In Progress | Create New | History | Help Tool

Selected Tracking # 187025 Details

Initials (LFM)
E160%9 41478277 OwW- 1 & MNOOS A

p1_Review Request |

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

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

OPEN T&UM Quick Reference Guide for Group Users
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@& Home Slot Reservation Enroll History ETUIJ Reports RSS Help

L In Progress | Create New | History | Help Tool

Selected Tracking # 187025  Details

Initials (LFM) Step Arm  Site Investigator 1 Status Date
E1609 41478277 Qw- 1 A MNOOS Amatruda, Thomas REGISTERED 07/11/2014

[Site Transfer Request] T&RUM Information for Request ID: TUM-0000000203
Review Patient Information
" Network Group Patient 1D: 41478277
. Protocol Number: E1609
’ Step: 1
* Treatment Assignment: A
*l Protocol Title: A Phase I1I Randomized Study of Adjuvant Ipidimumab Anti-CTLA4 Therapy Versus High-Dose Interferon a-2b for Resected

Review the Request from the Transferring Site
| Request Type: SITE_TRANSFER
*! Transferring Institution CTEP ID: MNOOS @
" Transferring Institution Name: Abbott-Northwestern Hospital
*| Receiving Institution CTEP ID: WI02Z @
*| Receiving Institution N. Saint Nicholas F I
R sted T ing Investigator: Auchter, Richard M. (31410) o
* Receiving Institution Contact: Cheslock, Jolene A, (500331) )
*| Case Status: ACTIVE_TREATMENT
I Transferring Site Contact: Alexander, Nicole (526210), nicole.alexander@parknicollet.com @
il { ferring Site C ts: Requesting to transfer the patient to WI022,

(If Accepting) Select the Persons associated with the Patient

* Only one treating investigator™ and one drug ship tigator can be d
* Press ) toaddtperson,o'pressotortmove
* If a shippi 15 not selected, the shipping address will default to the treating investigator address

« Protocol specific instructions: Protocol £1609 has the following association(s):
Treating Investigator (required), Site Registrar (required), Drug Shipment Investigator (optional), Contact person sample submission (required), Cont]
* Click € to refresh the Person Names

Parson Type® = g Person Name [1D] [Network ¢ bfouvl'
@ [v ][ Auchter, Richard M. [31410] [ALLIANCE,CTSU,ECOG-ACRIN,NCICIRE,NRG)
@ |Contact person sample submission v |[Davies, Brenda L. [509653] [ALLIANCE,CTSU,ECOG-ACRIN,NRG] TE] &
@ |[Consenting Person [~ ][Auchter, Richard M. [31410] [ALLIANCE,CTSU,ECOG-ACRIN,NCICIRB,NRG] ~%
@ [Site Registrar [“][Davies, Brenda L. [509653] [ALLIANCE,CTSU.ECOG-ACRINNRG)  [v| % |
> ]

(If Accepting) Select the Credited Group and Credit Investigator
*1 * Network Group Credit: [ECOG-ACRIN V| &

' * Credit Investigator: [Benap. Steven Mark [47802] [ALLIANCE,CTSU,ECOG-ACRIN,NCICIRB,NRG] E]9

Provide the Contact Information for the Individual at the Receiving Site
? * Receiving Site Contact: [Cheslock, Jolene A, [500331) [CTSU,MPC,NCICIRB] v
'! Office Phone: (920) 433-8272
2 Email: Jolene.Cheslock@hshs.org

Provide Comments Regarding this Request

N o & N lA pting the patient from MNOOS, (Not required when accepting)

Il Bock | [l Reject Request | [ Accept Request |

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

OPEN T&UM Quick Reference Guide for Group Users
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7) 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 subject’s care. Person Types can be
removed, depending whether they were configured as required or optional in RSS.

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).

. . N
Provide Comments Regarding this Request The Transp"ant Credjt fleld Wl” appear from T&UM
‘| * Reviewer Comments: site transfers, when a receiving site user is
| * Transplant Credit: [YES[=] reviewing a request for COG and COGC protocols. )

[l Back | [ 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 UL Reports RSS  Help
In Progress | Create New | History | Help Tool

Sslected Tracking # 187025 Details

Initials (LFM) ]

E1609 41478277 QW- 1 A MNOO3 Amatruda,
e e e e e e e e e e e ——— LY
1|2 Information [
I The Site Transfer request TUM-00000002032 has been ACCEPTED. 1
+ The Lead Protocol Organization has been nobified 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 Guide for Group Users
Revision 23 January 31, 2025 Page 12 of 40
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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 are not configured for LPO review, in which case this step is not needed, and
accepted requests are automatically set to an approved status. LPO users with the OPEN Group
Registrar or OPEN Group Registrar Admin roles have the ability to review T&UM requests.

Users at the LPO will automatically be notified by email that a T&RUM request is pending their review.
Below are the steps that LPO users will follow to review pending site transfer requests:

1) Loginto OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.

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

# Home Slot Reservation Enroll History U] Reports  RSS

In Progress | Create New | History | Help Tool

In-Progess T&UM Requests = Click the Select button [0 review & particuld

I4 41 y bl B & | [Cle |
‘mumm

Beled | | TuM-0000000203 | @ 187025 |

Figure 15: Select the T&UM Request in the In Progress Subtab of the T&UM Tab

4) Click the Review Request button.

# Home Slot Reservation Enroll History ETrXIL] Reports RSS

In Progress | Create New | History | Help Tool

Selected Tracking # 187025 Details

Initials (LFM)

E1609 41478277 Qw- 1 A MNOO
_ Sy

Figure 16: Click the Review Request Button to Review the Accepted Request

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.

8) Read the Review Response Details from the receiving site section.

9) Select a Network Group Contact using the drop-down menu in the field.

10) Provide a comment in the LPO Comments field regarding the review decision.

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 13 of 40
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11) Make a review decision of Query, Reject, or Approve.

# Home Slot Reservation Enroll History UL Reports RSS Form Setup Admin  Help

In Progress | Create New | History | Help Tool

Selected Tracking # 187025 Details

Initials (LFM) Arm Site Investigator Status Status Date
E1609 41478277 Qw- 1 A MNOO8 Amatruda, Thomas REGISTERED 07/11/2014
[Site Transfer Request] T&UM Information for 1D: TUM-0000000203

Review Patient Information
) Network Group Patient ID: 41478277
' Protocol Number: E1509
Il Step: 1
“! Treatment Assignment: A
) Protocol Title: A Phase III Randomized Study of Adjuvant Ipiimumab Anti-CTLA4 Therapy Versus High-Dose Interferon a-2b for Resected High-Risk Melanoma

Review the Request from the Transferring Site
*  Request Type: SITE_TRANSFER
*| Transferring Institution CTEP 1D: MN0OS @
! Transferring Institution Name: Abbott-Northwestern Hospital
' Receiving Institution CTEP ID: WI022 @)
7! Receiving Institution Name: Saint Nicholas Hospital
d} dTi g i : Auchter, Richard M. (31410) @
*| Receiving Institution Contact: Cheslock, Jolene A, (500331) @
2l Case Status: ACTIVE_TREATMENT
I Transferring Site Contact: Alexander, Nicole (526210), nicole.alexander@parknicollet.com €
“I Transferring Site C ing to transfer the patient to WI022.

Review Response Details from the Receiving Site

Previous Value - (MNOOS) Updated Value - (W1022) 3%

Site Registrar | Aasand, Adnenne (519771) Davies, Brenda L. (509653) “

Treating Investigator | Amatruda, Thomas T. (21665) Auchter, Richard M. (31410) “

Contact person sample submission | Aasand, Adrienne (519771) Davies, Brenda L. (509653) “

Credentialing Data: C ting Person | Chun, Yun Shin (45276) Auchter, Richard M. (31410) *

Network Group Credit | ECOG-ACRIN ECOG-ACRIN
Credit Investigator | Amatruda, Thomas T. (21665) Bettag, Steven Mark (47802) “
Express Courier Account Name | -- -
Express Courier Account Number | -~

Receiving Site Contact: Cheslock, Jolene A, (500331), Jolene.Cheslock@hshs.org
Receiving Site Comments: Accepting the patient from MNOOS.
Review Decision: ACCEPTED

Provide the Contact Information for the Person Reviewing this Request

“1 * Network Group Contact: [Andrews, Juanita [501022] [CTSU] ~]

2! Office Phone: andrews.juanita@jimm
7 Email: (617) 622-3610

Provide Comments Regarding the Review Decision

%)% LPO Gomments: lApm’ovmg the Site Transfer request. I(M" required whan approving)

Il Back ] [ Query Request | [l Reject Request | [l Approve Request |

Figure 17: After Reviewing the Request, the LPO User Must Make a Review Decision

a) If something about the request needs correction:

OPEN T&UM Quick Reference Guide for Group Users
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i) Make a comment in the LPO Comments field that indicates what the receiving site needs to
correct.

ii) Click the Query Request button to send the request back to the receiving site for review.
iii) Click the OK button on the confirmation pop-up window.

iv) The screen will refresh and the user will be informed that the request has been sent to the
receiving site. Once the user at the receiving site resolves and again accepts the request, the
LPO staff will receive an automated notification email, at which point the LPO can re-review
the request.

b) If the request is unacceptable:
i) Click the Reject Request button.
ii) Click the OK button on the confirmation pop-up window.

iii) The screen will refresh, the user will be informed that the request is rejected, and that users
at the transferring and receiving sites have been notified.

c) If the request is acceptable:
i) Click the Approve Request button.
ii) Click the OK button on the confirmation pop-up window.

iii) The screen will refresh, and the user will be informed that the request has been approved,
the appropriate parties have been notified, and the data update processes have begun.

“ Home Slot Reservation Enroll History FEXI[IJ] Reports RSS Form Setup Admin "Help

In Progress | Create New | History | Help Tool

Selected Tracking # 187025 Details

Initials (LFM) i Investigator
E1609 41478277 Qw- 1 A WiIoz2z Auchter, Richard REGISTERED 07/11/2014

|é Information

The Site Transfer request TUM-0000000203 has been APPROVED.
3 The transferring and receiving site have been notified that the request was approved. The data update processes have been initiated in the appropriate systems,|

Figure 18: A Message that Confirms the Site Transfer Request was APPROVED

12) If the LPO user approved or rejected the request, the site transfer process for the request is
complete.

OPEN T&UM Quick Reference Guide for Group Users
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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.

A list of data points that can be updated with a credentialing data update request include (note that the
LPO may have configured 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 Provider (RTF) Provider.

Figure 19 provides a high-level overview of the credentialing data update request process.

Requesting
Stocraes [+ eres [~ (ENDI
request P

Figure 19: Credentialing Data Update Process Workflow

START —

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 enrollment.

e For multi-step trials, T&UM will 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) Loginto OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.

3) Click the Create New subtab.

4) Select the Credentialing Data Update action.

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 16 of 40
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Home Slot Reservation Enroll History JFEYI[J] Reports RSS Help

In Progress | Create New | History | Help Tool

ﬂ 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.

f 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.

== == === . - - - —
|() Credentialing Data Updatell update credentialing data for a patient that will remain at the same institution.
_________ -

Update demographic data for a 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 enrollment.

Figure 20: 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 enrollment and click the Select button for the enroliment row.

Home Slot Reservation Enroll History JXU[7l Reports RSS Fo
In Progress | Create New | History | Configuration | Help Tool | Sync

["‘]Pushpin If a patient enroliment is for @ 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

2 4129 »1 [25v] [Search | Clear

First

[ ][ /[ ]|
Action v  Track# Protocol
[Select]| 47| 991384  [NRG-LU0O7 @ oHo97 NRG
'57|987168  |NRG-LU0O7 @ Pai3s NRG

Figure 21: Select a Subject Enrollment

7) The screen will refresh.

OPEN T&UM Quick Reference Guide for Group Users
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8) Make the necessary change(s) to the data using the available fields and complete the required fields

(those which contain a red asterisk). Person Types can be removed, depending whether they were
configured as required or optional in RSS.

\ Home Slot Reservation Enroll History I Reports RSS Form Setup Admin Help
In Progress | Create New | History | Configuration | Help Tool | Sync

Selected Tracking # 991384 Details

Initials (LFM) Step Arm

Status Date

NRG-LUDD7 OHO97-LUOD7-00033 SD- 1 Atezolizumab OHO097  Saltzman, Joel REGISTERED 06/10/2022

f Make the appropriate changes to the patient enroliment’s credentialing data, and provide comments regarding this update
Credentialing Data Update Request

» Select the RT/I provider(s)
+ Press () to add a RT/I, or press @ to remove

« Protocol specific instructions: Profoco/ NRG-LUOOF has the following association(s):
IMRT (required).3D (regquired)-

Action Credential™® RT/I*
@ [mrT ~ |[ RTF-1851 ~

Press @ to add a person, or press @ to remove

Protocol specific instructions: Profoco! NRG-LUOOT has the following association(s):

Treating Investigator (required). Site Registrar (reguired)-

Please specify a "Consenting Person” when necessary or press (@ to remove the "Person Type" selection.

Action Person Type* Person Name [ID] [Registration Type] [Network Group] [IRB Match]*
@ Site Registrar « || Slanoc, Emilie [657273] [AP] [NRG,SWOG][ ] hd @-
[~ Consenting Person w |l Slanoc, Emilie [657273] [AP] [NRG,SWOG][ ] ~ @
@ |[Treating Investigator ~ |[Blair, Henry F. [25899] [TVR] [NRG,5WOG][Y] v |G
@
21 * Network Group Credit: Note: The credit can only be changed within 7 calendar days from the date of enrollment.
| * Credit Investigator: [Elair, Henry F. [25899] [IVR] [NRG,SWOG][Y] v|&
| * Requesting Contact Person: |Agwa, Eberechi Sandra [57765] [IVR] [NRG,SWOG] v|
| office Phone: (216) 491-6438
“/ Email: agwae@ccf.org
7] % Comments lUpdated Treating Investigator. | //]

Figure 22: Make the Needed Updates on the Credentialing Data Update Request Form

9) 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.
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Home Slot Reservation Enroll History JEX[J Reports RSS Form Setup Admin Help
In Progress | Create New | History | Configuration | Help Tool | Sync ?

Selected Tracking #991384 Details

Initials (LFM) Step Arm Site Investigator Status Date
NRG-LUDD7 OHO097-LU007-00033 SD- 1 Atezolizumab 0OH097 Saltzman, Joel REGISTERED 06/10/2022

| é.) 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 23: Screen Confirming the Credentialing Data Update was Approved
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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 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 the 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 the demography data
cannot be updated in subsequent steps and that they must make the demography data correction in the
T&UM 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.

For demographic data updates, if a standard demography field (with the exception of the Disease Code)
has an editable T&UM configuration, it will override the Form Setup configuration for the field (thus
enabling updates to the field in the T&UM as long as the field was configured as visible in Form Setup).

Figure 24 provides a high-level overview of the Credentialing Data Update request process.

OPEN T&UM Quick Reference Guide for Group Users
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JELLETT LPO Yes | LPO reviews Review No chan
. ges
START — s'rt:q';r::ltf5 o review? request ™ decision implemented
No Approve
Request auto- Changes
approved | " implemented

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

Figure 24: High-Level Overview of the Demographic Data Update Process
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 configured).

5.1 Initiating a Demographic Data Update Request
1) Loginto OPEN.

2) Click the T&UM tab, arrive at the In Progress subtab by default.

3) Click the Create New subtab.

4) Select the Demographic Data Update action.

OPEN T&UM Quick Reference Guide for Group Users
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Home Slot Reservation Enroll History Y[} Reports RSS Help
In Progress | Create New | History | Help Tool

ﬂ The Transfer and Update Module(T&UM) handles data update requests (involving updates te a patient's institution,
credentialing data, and demographic data) for completed patient enrollments 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

~ 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.

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

Update demographic data for a patient.

_—— e = = ———
1) 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 25: 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 row.

A Home Slot Reservation Enroll History FTUILJ Reports RSS Help
In Progress | Create New | History | Help Tool

f If a patient enroliment is for a multiple-step study, the most recent enroliment step will be |

Select a patient enrollment from the list below for the Demography Data Update Req)
4412385 » »1 [25]V]
I | ! ! =

O e S
Seled | 1

191066 E1609 © Mnoos ECOG-ACRIN

=
|Beled| | 187025 E1609 @ mMnoos ECOG-ACRIN 1

ad

Figure 26: 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.
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i Home 'Slot Reservation Enroll History T[] Reports RSS  Help

Status Date
E1609 BLERGSY SE- 1 test MNOOS Bioom, Stuart REGISTERED OIS

Demographic Data Update Request
S Make the spproprate changes to the patient demographve dats, and chck Continue

I Back | i Comcel | [} Contine ]
E Fx Coll Il Mol
- Standard_Patient_Identifier

“tasts | “reste Hiddle| |

- Standsrd_Demographics.

* Patient’s Date of Birth 3., (07) vlas w1970 (W [Cload |

. _lm *1Sex of a person
() Mispanic or Latino @ Female
@) Mot Haparec or Labino () Male

() Mot reported

() Unknown

* Country of Residence us v!

- Standard_Race

* Race

(] Amencan Indan or Alasics Natwve

o) Asan

[ Black or Afnican Amencan

(] Notrve Hawaien or cther Pacfic lalander

() white

(] Net Reperted

[ Uninawn

(Select all that apply)

= Standard_Method_of_P

* Method of Payment

() PRIVATE INSURANGE

() MEDICARE AND PRIVATE INSURANCE

) MEDICAID

(") MEDICAID AND MEDICARE

() MILITARY OR VETERANS SPONSORED NOS

() MILITARY SPONSORED (INCLUDING CHAMPUS ATRICARE)
() VETERANS SPONSORED

() SELF PAY (NO INSURANCE)

() NO MEANS OF PAYMENT (NO INSURANCE)

(0 OTHER

) Unknown

I Back ] | Comoet | [ Contine ]

Z1P Code (20850

Figure 27: First Page of the Demographic Data Update Request Form

9) The screen will refresh.
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.
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A Home Slot Reservation Enroll History ETYI[TJ] Reports RSS Help
In Progress | Create New ! History | Help Tool ?

Selected Tracking # 191066  Detads

Initials (LFM) Investigator Status Date
E1609 8688699 SE- 1 test MNOO0S Bloom, Stuart REGISTERED 07/23/2014

Demographic Data Update Request

’ Confirm Demography Request Changes, and click Submit

Previous Value Updated Value 35
Method of Payment | MEDICARE MEDICARE
Last | S A S
First | E B
o ohy Ch Country of Residence | US us
Patient’s Date of Birth | 07/15/1570 07/15/1970
Sexof '- Pers;m | | Female 77 Female
E!hnkity Not Hispanic or Latino Not Hispanic or Latino
Z1P Code | 20850 20850
Race | Asian Asian
’| * Requesting Institution Contact Person: |Alexander, Nicole [526210] [ALLIANCE,CTSU,ECOG-ACRIN,MPC,NRG] 52

Office Phone: (952) 993-1517

2 Emall: nicole.alexander@parknicollet.com

5 % Com = ld\m-no the patient’s first initial from S to A J

l Bock | [ Concol | [ Subma |

Figure 28: 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 T U] Reports RSS Help
| InProgress | Create New | History | Help Tool ? <

Selected Tracking # 191066 Details

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

T —— —— —— ———— —— — - —— —— ———— —_——— —_———_—_————

5 N

{b Information

| The T&UM Demography Data Update Request TUM-0000000184 has been created and is awaiting review by the Lead Protocol Organization i
|

| @ The request will be implemented upon approval by the LPO. The LPO has been notified that this request is pending their review
‘ # The site contact will receive a confirmation email once a review decision has been made i
# This request cannot be modified at this point. The request may be cancelled while it remains in 2 REQUESTED status A

Figure 29: 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.
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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. The next section
will provide instructions for LPO staff on how to review pending demographic data update
requests.

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.

5.2 LPO Review of the Demographic Data Update (If applicable)

The second step in the process for a demographic data update request (if configured) is a review by the
LPO. Some protocols are not configured for LPO review, in which case this step is not needed. Users at
the LPO will automatically be notified by email that a T&UM request is pending their review. LPO users
with the OPEN Group Registrar or OPEN Group Registrar Admin roles have the ability to review T&UM

requests.

Below are the steps that LPO users will take to review pending demographic data update requests:
1) Loginto OPEN.

2) Click the T&UM tab arrive at the In Progress subtab by default.

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

@ Home Slot Reservation Enroll History U] Reports RSS Form Setup Admin  Help

In Progress | Create New | History | Help Tool

In-Progess T&UM Requests ™ Click the Select button to review a particular record. For request that have

HAa1r 0 B @
Il 1 ]

[ 1
[Acton| v [Requests ___________Jiecks s [swoy |
Selec | 47| TUM-0000000184 | @ 151086 | @ Mnoos |e1609 |
fm] | P o3 I 2% s0s3aa Ion wnsce Vescon 1

Figure 30: Select the Subject from the In Progress Subtab of the T&UM Tab

4) Click the Review Request button.

#i Home Slot Reservation Enroll History gTJ Reports RSS  Form Setup  Admin  Help

In Progress | Creste New | History | Help Tool

Selected Tracking = 191066  Details

Protocol PID Initials (LFM) Step Arm Site Investigator
E1609 B68E699 SE- 1 test MNO0E Blaom, Stuart
————————
I Reviow Rsaues ]}
————————

Figure 31: Click the Review Request Button

5) The screen will refresh with the Demographic Data Update request summary.
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@ Home Slot Reservation Enroll History ET{[1J] Reports RSS Form Setup Admin Help
In Progress | Create New | History | Help Tool

Selected Tracking # 191066  Details

Protocol PID Initials (LFM) Step Arm Site Investigator Status Status Date
E1609 8688699 SE- 1 test MNOOS Bloom, Stuart REGISTERED 07/23/2014
[Demography Data Update Request] T&UM Inf for 10: TUM 184

Review Patient Information
7 Network Group Patient 1D: 8688699
" Protocol Number: £160%
Step: 1
Treatment Assignment: test
"' Protocol Title: A Phase 11T d d Study of Adj Anti-CTLA4 Therapy Versus High-Dose Interferon a-2b for Resected High-Risk

*| Transferring Site Contact: Alexander, Nicole (526210), nicole.alexander@parknicollet.com 6
' Transferring Site Comments: Changing the patient’s first initial from S to A,

Review the Demography Change

Previous Value Updated Value 335

Method of Payment | MEDICARE MEDICARE
Last| S N
First E E
n Country of Residence | US us
D y Data:
Patient’s Date of Birth | 07/15/1970 07/15/1970
Sex of aPerson ‘ Female Female
Ethnicity | Not Hispanic or Latino Not Hispanic or Latino
ZIP Code | 20850 20850
Race | Asian Asian
o o
I"mvnd: the Contact Information for the Person Reviewing this Request \
1 * Network Group Contact: |Andrews, Juanita [501022] [CTSU] V] :
: ' Office Phone: andrews.juanita@ymm :
I Email: (617) 632-3610 1
! 1
1
| Provide Comments Regarding the Review Decision :
] 9
L * LPO G ts: Approving the request to update the patient’s last initial. : I(N“ required when approving)
| 1
- J
-

Figure 32: Complete the Review Request Screen and Make a Review Decision

6) Read the Review Patient Information section.
7) Read the Review the Demography Change section.
8) Select a Network Group Contact using the field’s drop-down menu.
9) Inthe LPO Comments field, provide comments regarding the review decision.
10) Make a review decision of Reject or Approve.
a) If the request is unacceptable:
i) Click the Reject Request button.
ii) Click the OK button on the confirmation pop-up window.

iii) The screen will refresh, the user is told that the request is rejected, and that the requesting
site has been notified. This completes the demographic data update process.

OPEN T&UM Quick Reference Guide for Group Users
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# Home Slot Reservation Enroll History Y] Reports RSS Form Setup Admin  Help

In Progress | Create New | History | Help Tool

Selected Tracking # 187025 Details
Protocol PID Initials (LFM) Step Arm  Site Investigator Status Status Date
E1609 41478277 Qw- 1 A MWOOS  Amatruda, Thomas REGISTERED 07/11/2014

r

I

||Lr Information
I The Demographic Data Update request TUM-0000000202 has been REJECTED.
l # The regquesting site contact has been notified that the request was rejected.

Figure 33: Rejected Demographic Data Update Request

b) If the request is ready for approval:
i) Click the Approve Request button.
ii) Click the OK button on the confirmation pop-up window.

iii) The screen will refresh and the user will be informed that the request has been approved,
the appropriate parties have been notified, and the data update processes have begun. This
completes the demographic data update process.

# Home Slot Reservation Enroll History [ffYI[L] Reports RSS Form Setup Admin  Help

In Progress | Create New | History | Help Tool

Selected Tracking £ 191066 Details

Initials (LFM) 0 Investigator
E1609 B688699 AE- 1 test MNDOS Bloom, Stuart REGISTERED a7,

W
|[€_) Information I

| The Demographic Data Update request TUM-0000000184 has been APPROVED. [
l # The requesting site contact has been sent an email notification. The update processes have been initiated in the appropriate ws:ems.l

S SN NN NN NN NN NN NN NN NN NN NSNS NN NN NNG NN NSNS NNG NSNS NNS NS NSNS NSNS NN NN NN NSNS NSNS NNS NS NSNS NS NSNS NSNS NN NN NSNS NNS NSNS NSNS NSNS NSNS NSNS NSNS NSNS NSNS NNE NN S m

Figure 34: Approved Demographic Data Update

OPEN T&UM Quick Reference Guide for Group Users
Revision 23 January 31, 2025 Page 27 of 40



C), PE DHCG[GHY Patient GT-S Cancer TJ'l.'r{.-.' 5|_1,:.‘.r.l|:r:l:!'. Ll'.'r_l.'.
L Enrollment Network T

Additional Information Regarding the T&UM

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 35) of lead organizations that

participate in the T&RUM.

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

In Progress | create New | History | Help Tool

-~

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

f 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.

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

Figure 35: Automated List of Organizations that Participate in the T&RUM

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

organizations, click their hyperlink (see Figure 36) 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.

d ialing

I undatec to 2 natignt's inctitntion

JF The Transfer and Update Module(T&UM) handles data update requests L

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

data, and demographic data) for completed patient enroliments that 3 Click an organization’s hyperllnk to view detailed h
T&UM configuration details for the organization.

w

f The T&UM can update enrollment data for these organizations: ABTC, ALLIANCE, , CITN, COG, COGC, ECOG-
ACRIN, IBCSG, MD004, NCIC, NCIDTC, NCILYMB, NRG, P2C-CA189, PBTC, SWO SMCI. Click the hyperlink for an

organization to view their T&UM Configuration Report.

(=) OPEN - Oncology Patient Enrollment Network - Internet Explorer

= B i |

Select the type { | Oncology Patient Enrollment Network [BROWNAD - 07/11/16 11:09:43 AM EDT] s 8

|
. T&UM Configuration Report for: SWOG

T&UM Settings

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

Credentialing Data Updates? YES

@ Credentialin
Demographic Data Updates? YES

Protocol Exceptions

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

Protocol Site Transfer? Credentialing Update? Demographic Update?
o]

|sosie |nO [no No |

Figure 36: T&UM Configuration Details for an Organization

L ————————— |
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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.

Accessing this Feature:
1) Loginto OPEN.
2) Click the History subtab of the T&UM tab.

% Home Slot Reservation Enroll History FUL] Reports RSS Form Setup  Admin  Help

In Progress | Create New | History | Help Tool ? ko] &
Browse

# The Browse screen lists the TAUM requests that were complated at the institutions that the user has roster affiliations with.
5B Click the Select button to review 3 particular record.
For requests that have not been completed, plesse go to the (TAUM) In Progress sub tab.

uuzn»n == @ --

1 | 10
mnmm—mm—-m
| TUM-0000000473 @ 111548 | @ mnoos  |E1s09  [ECOG 1 16536 B DEMOGRAPHY_UPDATE APPROVED 0&/25/2015 04:57 PM
. %" | TUM-0000000472 |_3 111548 |@ MNO26  |E1609 |ECOG 12 16536 B [sne_mmsren REJECTED 08/25/2015 03:53 PM_ |
[Selledi| | TUM-0000000470 rB 111548 | @ MNOOB  |E1605 |ECOG 1 16536 B | DEMOGRAPHY_URDATE APPROVED 08/25/2015 03:15 PM

Figure 37: T&UM History Subtab

3) Toview a summary for a T&RUM request, click the corresponding record’s Select button. The screen
will refresh with a detailed summary for the record.

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&R 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&RUM 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).

OPEN T&UM Quick Reference Guide for Group Users
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@ Home Slot Reservation Enroll Tt d '&UM Reports RSS Help
Browse | Summary | | Demography | Checklist | Funding

[ ——————

Step 1 Registration Information: [Tracking # 213172] l Create Step 2 I' T&UM Report |!
L
Protocol Number: E1411 Protocol Title ™ =

i 2 Intergroup Randomized Phase II
S T~ LRI Rituximab+Bendamustine Follow

22 Rituximab Consolidation (RBV--3
Initials (LFM): GE- Arm D = Rituximab+Bendamusti|

Treatment Arm: B
Treatment Assignment Code: OTHER
Cisplatin 100mg/m2 IV over 1 hour

. . .. . onDay 1, every 21 days and Taxol
Treatment Assignment Description: 130 [ f 21V 3t 0

Figure 38: 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.

Oncalogy Patient Enrollment Nabwark [STAUFFERM - 03/09/15 11:02:45 PM EOT] =

TEUM Patient History Report

Selected Tracking # 213172 Dutails

Initials [LFM) Status Date
E1411 1IT2FINE2 GE- 1 B Co137 Feiner, dlan REGISTERED 0ifos 2015

- Request Details from the Requesting Site
ZIP Code --
Ethmicity | Mot Hispanic or Lating Mot Hispanic or Latino |
Sexof aParson |Femals Female
: Patient Hospital No.:
Patient’s Date of Birth | 05/05/1530 c18r1930 *
aphy Datas| CoUntry of Residence | T0 us *
Hethod of Payment | MEDICARE MEDICAID *
Middle
First | E E
Last | G G
Pﬁmtﬁﬂ‘ﬂliISSIS 621415545
Rmce | White ::‘I::;I-I.': Hawaiian or other Facific slander
Reguesting Site Comtact: Lu, Ming (533448), minglugwestat.com |

. OPEN - Oncology Patient Enroliment Network - Intemet Explorer =N =N~

Figure 39: T&UM Patient History Report

6.4 T&UM Help Tool

The T&UM Help Tool assists with locating potential receiving sites for subjects 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.
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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)
2)
3)
4)

Login to OPEN.
Click the T&UM tab.
Click the Help Tool subtab.

@ Home Slot Reservation Enroll History Er ] Reports RSS Help

In Progress | Create New | History | Help Tool

Help Tool for Locating Receiving Institutions

* This tool is designated to assist users with identifying potential receiving sites for patient trang
potential receiving sites on accepting patient transfers, and confirm agreement prior|
T&UM tab of OPEN.

* To filter results, enter a value within a text-entry field (above a column’s name) and click the 4

* 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,

: * Protocol:[S1007 | * Zip Code:[15232 | * Radius:[100 | [Search E

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

Won BE @ sl
e e N 1

No records found!

Figure 40: Enter Search Criteria in the T& UM Help Tool

5) Click the Search button.

Provide the necessary values for the Protocol, Zip Code, and Radius fields (see Figure 40).

6) The screen will refresh and display results using the Google Map interface (see Figure 41). The

Google Map will display on the left side of the screen 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.
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In Progress | Create New | History | Configuration | Help Tool | Sync ? =h =] =
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 T&UM 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 Organization's Help Desk.
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Figure 41: T&UM Help Tool Results

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.

=l )

& [Cose]

=) OPEN - Oncology Patient Enrollment Network - Internet Explorer

Detailed Contact Information for Persons at PAD47

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

First
Name

Office
Phone

Last

Name Site Site Name Email
WellSpan
Health-York

Hospital

Mailing Address

Ms. Debi Paige WellSpan Health-York Cancer Center

York Cancer Center Oncology Research 25 Monument Road
Suite 2512 York, PA 17403 US

dpaige@wellspan.on
741-8181 paige@ P g

Figure 42: Details Pop-up 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.

OPEN T&UM Quick Reference Guide for Group Users

Revision 23 January 31, 2025 Page 32 of 40



(-), PE DHCG[GHY Patient GT-S Cancer TJ'l.'l.!'.-.' 5|_1,:.‘.r.l|:r:l:r. Ll'.'r_l.'.
L Enrollment Network

Link I prsncE [0 progides

Additional Information Regarding the T&UM

Accessing this Feature:
1) Login to 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 ITHT;A Reports RSS 'Help

Browse | Summary | Prerequisite | Demography | Checklist | Funding 2 =

(P(ease select a registration to start with... ]

TR »u @ e —— -
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Figure 43: The T&UM Type Column Identifies Enroliments with Approved T&UM Requests

4) To filter through the enrollments 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.

m
| H]| |

| Randomized Date CREDENTIAL_UPDATE
08/17/2015 04:22 PM| [DEMOGRAPHY_UPDATE 14

08/17/2015 12:00 AN [ CHECERI B G BATE~ g

NO/1T/901E 19.00 AM s W=7

Figure 44: 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 45).
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Figure 45: The Filtered Results for the T&UM Type
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6.6 T&UM Configurations

This section details the T&RUM settings that can be configured. All of these settings are configured at the
LPO-level. Protocol-level exceptions can be created to override LPO-level settings (if the corresponding
T&UM Request Type is enabled at the LPO-level). Contact the CTSU for assistance with configuring the
T&UM settings.

T&UM Request-Type Settings:
e Enable or disable the Site Transfer action.
e Enable or disable the Credentialing Data Update action.
e Enable or disable the Demographic Data Update action.
e Manual or automatic approval of Site Transfer requests.
e Manual or automatic approval of Demographic Data Update requests.

T&UM Demographic Data Update Fields that can be enabled/disabled from Update:

e |ast
e  First
e Middle

e Subject SSN

e Subject Hospital Number
e Subject Date of Birth

e Ethnicity

e Sexof aPerson

e Country of Residence

e Zip Code

e Rave

e Method of Payment

Please note that the Demographic Data Update fields listed above are the only Demography fields that
OPEN users are permitted to update. The Disease Code field cannot be updated using the T&UM.

6.7 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
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status. The diagram in Figure 46 shows the different statuses that a T&UM request will go through.
Table 2 describes the different TRUM statuses.

Site Transfer:

=

Credentialing Data Update:

Demographic Data Update:

=

Requesting R!qusﬂ’i Requesting
User wr User wr User w
REQUESTED REQUESTED REQUESTED
Recelving
user
¥
ACCEPTED
: la
PO
I.Iser",
1
QUERIED Q ﬁ
AUTO
OR OR
\Fa hd Y ‘Fg AUTO W Y Y g Y
REJECTED 1& APPROVED CANCELLED APPROVED REJECTED APPROVED CANCELLED
Legend:
G Requesting Site User @ LPO User
& Receiving Site User E Automatic Process

Figure 46: T&UM Request Statuses
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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 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 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 History subtab.

6.8 Notification Emails

During the lifecycle of a T&UM request CTSU staff, LPO staff, the PMB, and site staff may be sent
automated emails so that the appropriate parties are aware of pertinent information regarding a T&RUM
request.

Table 3 describes when automated notification emails are sent and to which users.

Contact CTSU for assistance with subscribing email addresses for T&R UM email notifications. CTSU must
enable non-Westat email addresses for the non-production environments (such as for User Acceptance
Testing (UAT) within uat-open.ctsu.org)

Table 3: List of Email Notification Triggers and their Recipients

T&UM Event Email Recipients
Site Transfer (request created by the Contact at the transferring site, contact at the receiving site and
transferring site) persons with the LPO lead roles at the transferring and receiving
sites.
Site Transfer (request accepted by the Contact at the transferring site, contact at the receiving site,
receiving site) persons with the LPO lead roles at the transferring and receiving

sites, and subscribed users.

Site Transfer (request rejected by the Contact at the transferring site, contact at the receiving site, and
receiving site) persons with the LPO lead roles at the transferring and receiving
sites.
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T&UM Event

Email Recipients

Site Transfer (request queried by the LPO)

Site Transfer (request rejected or approved
by the LPO)

Contact at the transferring site, contact at the receiving site,
persons with the LPO lead roles at the transferring and receiving
sites, contact at the LPO, and subscribed users.

Contact at the transferring site, contact at the receiving site,
persons with the LPO lead roles at the transferring and receiving
sites, contact at the LPO, subscribed users, and the PMB (when
CTEP holds the IND.

Site Transfer (request cancelled by the
transferring site)

Contact at the transferring site, contact at the receiving site, and
persons with the LPO lead roles at the transferring and receiving
sites.

Credentialing Date Update (request is
automatically approved)

Contact at the requesting site, persons with the LPO lead roles at
the requesting site, subscribed users, and the PMB (when CTEP
holds the IND.

Demographic Data Update (request created
by the requesting site)

Contact person at the requesting site, persons with LPO lead roles
at the requesting site, and subscribed users.

Demographic Data Update (request is
rejected or approved by the LPO)

Contact person at the requesting site, persons with LPO lead roles
at the requesting site, subscribed users, and the LPO contact
person.

Demographic Data Update (request is
cancelled by the requesting site)

Contact person at the requesting site, persons with LPO lead roles
at the requesting site, and subscribed users.

A T&UM synchronization request (for a

status.

RandoNode or Rave target) entered a FAILED

Subscribed LPO users (contact CTSU for assistance).

6.9

Systems that are Automatically Updated

After TRUM requests are approved, the updates are automatically applied to the following systems:

e OPEN/RSS.
e |PO RandoNodes:

o For LPO RandoNodes to be automatically updated when T&UM transactions
are approved, the LPO must either update their RandoNode Starter Kit to
version 3.0 or update their existing RandoNode to support the new doRegister
operations for the T&*UM (TRANSFER_SITE, UPDATE_CREDENTIALING_DATA,
UPDATE_DEMOGRAPHY_DATA). Please note that CTSU’s support of
RandoNode Starter Kits prior to version 3.0 ended on December 31, 2014, so it
is recommended that the LPOs upgrade their RandoNode Starter Kit prior to

that date.

o When OPEN demography data are updated, they are synchronized in all steps
within OPEN. Once Randonode receives a transaction specifying which
demography data were updated, it is up to RandoNode to ensure that the
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Rave:

demographic data are updated across all protocol steps within their local
databases.

For LPOs that initialize subjects to Rave, the LPO will be responsible for
updating the data in Rave for the approved T&UM requests. LPO staff that
subscribe to email notifications for approved T&UM requests will be notified.
The LPO staff will manually perform the T&UM updates in Rave.

For LPOs where OPEN initializes subjects in Rave, CTSU will push the T&UM
transactions to Rave for Credentialing Data Updates and Demographic Data
Updates. Site transfer requests cannot be automatically updated in Rave until
an Application Programming Interface (API) is obtained from Medidata; once
obtained, a future version of OPEN will support the automatic update of site
transfer requests to Rave. The LPOs are responsible for manually updating
T&UM requests in Rave for site transfer requests. The LPO will be notified by
email regarding approved site transfer requests.

When a RandoNode or Rave synchronization transaction fails in CENTER, it will automatically re-queue
within 5 minutes (initially). For subsequent failures, the transaction will automatically re-queue at a
longer interval (which increases incrementally after each failure).

If the Disease Code question is hidden in the OPEN enrollment form that is associated with a T& UM
request, the field will not be included in the clinical data that is generated for the T& UM RandoNode
synchronization request.

6.10 T&UM Data Validations

This section lists the validations that are performed on the data included in T&UM requests.

General Validations:

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

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

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

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:

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

The treating investigator at the receiving site must have an active status with CTEP.
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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 case status is Active Treatment, the receiving site must have an
Institutional Review Board (IRB) approval in the RSS and must comply with all
PSRs.

o If the 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 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 subject case status.

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

o The receiving site must be an Active Treatment member of the organization receiving
follow-up credit.

e The Credit 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.
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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 and T&UM request, even if the study is
active or the IRB Approval is valid.

e If the subject enrollment was completed more than 7 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 (edit checks) configured by the LPO will validate the data. If any of the validations fail, the
user will receive an error message.

Only edit checks that have the primary question configured for a Demography screen question will
operate for Demographic Data Update validations.
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