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1. Introduction 
This document provides instructions for creating, editing, and viewing COG patient registry records in 
the Patient Registry module of OPEN. This document includes additional information that may be useful 
for administrative staff. 

1.1 Background Information 

As part of the Children’s Oncology Group (COG) patient registration process, the COG Patient Registry 
allows clinical site staff to obtain COG Patient IDs. All patients must obtain a COG Patient ID prior to 
enrolling on COG and Children’s Oncology Group Consortium (COGC) protocols. 

COG offers Adolescent and Young Adult (AYA) trials, which allow COG member sites, COGC member 
sites, and adult National Clinical Trial Network (NCTN) member sites to participate. Previously, when an 
Adult NCTN site was not a COG or COGC member (or a site was a COG or COGC member and an Adult 
NCTN member), CTSU performed the COG patient registration process on behalf of the site. For those 
cases, CTSU manually validated institution roster affiliations, investigator roster affiliations, and site 
registration status information, prior to completing the patient registration process in COG’s system. 
The validation information could only be obtained from CTSU’s Regulatory Support System (RSS). 

The logistical challenges for enabling adult NCTN member sites to access the COG Patient Registry led to 
the integration of the Patient Registry within OPEN. The integration leverages the information from RSS 
to allow the COG, COGC, and CTSU to handle the increasing AYA trial participation. 

1.2 Overview of the Patient Registry Module in OPEN 

The Patient Registry module in OPEN provides a central location for site users to create, edit, and view 
COG Patient Registry records. The module allows persons from COG and COGC member sites, and adult 
NCTN member sites, to obtain COG Patient IDs for their patients using OPEN. 

1.3 Organization of this Document 

Table 1 describes the organization of this document. 

Table 1: Organization of this Document 

Section Topic 

1 Introduction to the Patient Registry module. 

2 How to access the Patient Registry module. 

3 How to create patient registry records. 

4 How to edit patient registry records. 

5 How to view patient registry records. 

6 Additional information for administrative users. 
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1.4 Web Addresses for CTSU Applications 

Table 2: Web Addresses for CTSU Applications 

Application  URL 

OPEN Portal https://open.ctsu.org 

CTSU Members’ website http://www.ctsu.org 
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2. Accessing the Patient Registry Module 

2.1 Requirements for Accessing the Patient Registry Module 

OPEN users must fulfill all of these requirements to utilize the Patient Registry module in OPEN: 

• Have an active CTEP-IAM account status. 

• Site staff must have an active Lead Protocol Organization (LPO) roster affiliation with 
their site(s). COG and COGC users (persons who work at COG or COGC) must have an 
active COG or COGC roster affiliation. 

• Site users must have a particular role (see Table 3) at their site to perform actions in the 
Patient Registry module. For COG and COGC users, see the roles listed in Table 4. 

Table 3: Roles Required for Site Staff to Perform Actions in the Patient Registry Module 

Action Required Role (CTSU or LPO-equivalent roles) 

Create records Site Registrar, Site Admin 

Edit records Site Registrar, Site Admin 

View records Site Registrar, Site Admin, Site Staff, Site Investigator 

Table 4: Roles Required for COG and COGC Staff to Perform Actions in the Patient Registry Module 

Action Required Role (CTSU or LPO-equivalent roles) 

Create records GROUP_REG, GROUP_REG_ADMIN 

Edit records GROUP_REG, GROUP_REG_ADMIN 

View records GROUP_REG, GROUP_REG_ADMIN, GROUP_DM, GROUP_STAFF 

2.2 Instructions for Accessing the Patient Registry Module 

1) To access the Patient Registry module, click the “COG Patient Registry” hyperlink at the bottom of 
the OPEN Welcome screen (see Figure 1). Please note that the OPEN Patient Registry module is not 
accessible in OPEN’s “Practice Mode”. 
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Figure 1: Accessing the Patient Registry Module 

2) The screen refreshes to the Patient Registry Browser screen (see Figure 2). 
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3. Creating Patient Registry Records 
This section provides instructions for creating COG Patient Registry records in the Patient Registry 
module of OPEN, as well as using the Possible Duplicate screen. 

3.1 Instructions for Creating Patient Registry Records in OPEN 

1) Login to OPEN. 

2) Click the “COG Patient Registry” link on the Welcome screen (of the Home tab). The screen 
refreshes to the Patient Registry Browser screen (see Figure 2). 

 

Figure 2: Patient Registry Browser Screen 

3) Click the “Create Patient Registry Record” button. The screen refreshes to a blank Demography 
Form (see Figure 3). 
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Figure 3: Blank Demography Form for a New Record 

4) Answer the required fields on the Demography Form. 

a) For COG and COGC staff, the Institution CTEP ID field is an editable text-entry box. You can 
directly enter the NCI Site Code and press the tab key to lock the value (or click the List of 
Institutions button  to use a group lookup interface to select the site). For site staff, the 
Institution CTEP ID field prefills based on their preselected site. 

b) For COG and COGC staff, the Registrar drop-down menu field becomes selectable after a value is 
provided for the Institution CTEP ID field. For site staff, the Registrar field automatically prefills 
based on the logged in user’s CTEP-IAM account username. 

c) Answer the remaining necessary fields on the Demography Form. 

5) Click the Continue button. The screen refreshes to the Diagnosis Form (see Figure 4), which includes 
the tracking # for the record. The “Tracking #” is different from the COG Patient ID generated for a 
successfully created patient registry record. 
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Figure 4: Diagnosis Form for a New Record 

6) Answer the required fields on the Diagnosis Form. An edit check forces COG, COGC, and CTSU staff 
to provide a value in the Comments field. 

7) Click the Continue button. The screen refreshes to the Review and Submit screen. If the Possible 
Duplicate screen appears, refer to section 3.2 for further instructions. 

8) Review the patient’s information on the Review and Submit screen. Click the Back button if changes 
need to be made, or click the Submit button to proceed. 

9) If successful, the screen refreshes to the Patient Registry Confirmation screen (see Figure 5). The 
screen displays the COG Patient ID, and the BPC ID assigned by the COG Registry node. 

 

Figure 5: Patient Registry Confirmation Screen 

10) This concludes the process for creating patient registry records within OPEN. 



  Creating Patient Registry Records 

OPEN Patient Registry Group User Guide  
Revision 10 January 31, 2025 Page 8 of 22 

3.2 Instructions for Using the Possible Duplicate Screen 

Site staff encounter the Possible Duplicate screen when clicking the Continue button on the Diagnosis 
Form, if information in their patient registry record matches information in another patient registry 
record. 

Instructions for Using the Possible Duplicate Screen: 

1) Upon arriving at the Possible Duplicate screen (see Figure 6), the LPO or site user will be presented 
with any existing patient registry records that are possibly duplicates of the record that is being 
created (or modified). 

 

Figure 6: Possible Duplicate Screen 

2) Review the possible duplicate patient information shown. Decide whether the patient (that is being 
created or modified) is a duplicate of any of the patients that are shown under the “Yes, this is a 
duplicate patient registry record” section. 

a) If the patient is not a duplicate, click the radio button for the “No” response, and click the 
Continue button. The screen will refresh, and you will continue to the Review and Submit 
screen. 

b) If the patient is a duplicate, click the radio button for the “Yes” response, and click the Continue 
button. The screen refreshes (see Figure 7) and the record being created (or modified) is set to a 
VOID status. This concludes the process for creating or modifying the patient registry record in 
OPEN. 

 

Figure 7: Duplicate Patient Registry Records are changed to a VOID Status 
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4. Editing Patient Registry Records 
This section provides instructions for modifying patient registry records in OPEN. 

4.1 Instructions for Editing Patient Registry Records 

1) Login to OPEN. 

2) Click the “COG Patient Registry” link on the Welcome screen (of the Home tab). The page refreshes 
to the Patient Registry Browser screen. 

3) Locate the record that needs to be modified, and click the corresponding Edit button (see Figure 
8). 

 

Figure 8: The Edit Button Allows Users to Modify Patient Registry Records 

4) The screen refreshes to the Demography Form. If the record is in a REGISTERED status in the past, 
the screen title states “Edit Patient Registry Record - Demography Form”. If the record has not been 
in a REGISTERED status before, the screen title states “New Patient Registry Record - Demography 
Form”. 

5) If you need to modify data, make the appropriate updates. Some fields are disabled for COG and 
COGC staff if the record was previously in a REGISTERED status, including Ethnicity, Country of 
Residence, ZIP Code, and Race. For information on performing a site transfer, see section 6.3. 

6) Click the Continue button. A pop-up message appears to inform the user about the rollback process. 
If a modified record remains in an INCOMPLETE, READY, or SUBMITTED status for 24 hours (and it 
was previously in a REGISTERED status at some point), the record reverts to a REGISTERED status, 
and any pending changes will be discarded. See section 6.7 for more information on the rollback 
process. 

7) Click the OK button. The pop-up window disappears and the Patient Registry screen refreshes to the 
Diagnosis Form. 

8) If any data needs to be modified, make the appropriate update(s). 

9) Click the Continue button, and the screen refreshes to the Review and Submit screen. If the Possible 
Duplicate screen appears, refer to section 3.2 for further instructions. 

10) After reviewing the information on the Review and Submit screen, click the Submit button. 

11) The page refreshes to the Patient Registry Confirmation screen. 
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5. Viewing Patient Registry Records 
This section provides instructions on how to view details for patient registry records within OPEN. 

5.1 Instructions for Viewing Patient Registry Records in OPEN 

1) Login to OPEN. 

2) Click the “COG Patient Registry” link on the Welcome screen (of the Home tab), and the page 
refreshes to the Patient Registry Browser screen. 

3) Locate the desired record, and click the View button  for a record. 

 

Figure 9: The View Button Allows Users to See Details for Patient Registry Records 

A complete summary of the record displays in a pop-up window (see  
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4) Figure 10). 

 

 

 

 

 

 

 

 

 

 

 

 

 

Figure 10: Details Pop-up for a Patient Registry Record 
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6. Additional Information 

6.1 Patient Registry Record Statuses 

Patient registry records go through a series of different statuses during the creation or editing process. 
All patient registry records start in a NEW status, and then changes to an intermediary status, and then 
the process completes in a terminal status. 

Figure 11 depicts the different statuses patient registry records can attain during their lifecycle. 

 

Figure 11: Status Workflow for Patient Registry Records 
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Table 5 describes each of the statuses that patient registry records can attain. 

Table 5: Patient Registry Record Statuses 

# Status Name Description 

1 NEW When a new patient registry record is initiated, the record momentarily attains this status 
before entering an INCOMPLETE status. A tracking # is assigned when a record enters a 
NEW status. 

2 INCOMPLETE A record in an INCOMPLETE status can be: 

• A newly created record (coming from a NEW status). 

• A record that encounters a RandoNode validation error during 
the creation of a record. 

• A record changed out of a VOID status. 

• A record previously in a REGISTERED state that entered Edit 
mode. 

3 VOID A record will enter a VOID status if: 

• A LPO or site user identifies the patient registry record as a 
duplicate. 

• A record (that had not previously achieved a REGISTERED status) 
has been in-progress for seven calendar days without user activity. 

4 READY A record that passed all OPEN validations, that is being viewed in the Review and Submit 
screen. 

5 SUBMITTED A record in a SUBMITTED status can be: 

• A record submitted to the RandoNode, and is awaiting a 
response. 

• A record submitted to the RandoNode, but the RandoNode was 
down. 

6 INELIGIBLE A record that was submitted to the RandoNode and the RandoNode deemed the record 
ineligible. 

7 REGISTERED A record in a REGISTERED status can be: 

• A record deemed eligible by the RandoNode. 

• A record rolled back to the last saved “snapshot” after being in 
an INCOMPLETE, READY, or SUBMITTED status, 24 hours after a 
user initiated Edit mode (for a record that had previously 
entered a REGISTERED status). See section 6.7 for more 
information regarding the record rollback process. 

8 CANCELLED A record manually set to a CANCELLED status by CTSU IT. 

6.2 Process for Creating or Editing Patient Registry Records in OPEN 
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This section contains diagrams that show the process for creating (see Figure 12) and for editing (see 
Figure 13) patient registry records. 

 

Figure 12: Process for Creating a Patient Registry Record in OPEN 



  Additional Information 

OPEN Patient Registry Group User Guide  
Revision 10 January 31, 2025 Page 15 of 22 

 

Figure 13: Process for Editing a Patient Registry Record in OPEN 

6.3 How to Transfer a Patient Registry Records to a New Site 

When a patient registry record needs to be associated with a different site, COG and COGC staff 
(persons that work at COG and COGC) should follow the steps outlined below: 

1) Login to OPEN. 

2) Click the COG Patient Registry hyperlink on the Welcome screen of OPEN. 

3) Locate the patient in the Patient Registry Browser screen, and click the Edit button . 
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4) Enter the NCI-Site Code value for the patient’s new site in the Institution CTEP ID field, and press the 
Tab keyboard key to lock the value. Alternatively, click the List of Institutions button  to locate the 
site, and click the appropriate choice to lock the value. The Registrar drop-down menu refreshes. 

 

Figure 14: Original Institution CTEP ID Value 

5) Choose a value for the Registrar drop-down menu. 

6) Click the Continue button to proceed to the Diagnosis Form. 

7) Click OK for the pop-up window that asks if you want to continue, and the Diagnosis Form loads. 

8) Provide a value in the Comments field, and click the Continue button. The Review and Submit screen 
loads. 

9) Click the Submit button, and the confirmation screen refreshes. 

 

Figure 15: Updated Institution CTEP ID Value 

10) This completes the process for updating the site code for a patient registry record. 

6.4 Behavior of the Institution CTEP ID and Registrar Fields 

This section describes the behavior of the Institution CTEP ID and Registrar fields, which are located in 
the Demography Form for a patient registry record. The fields behave differently depending on whether 
the user is a clinical site staff member, or non-site clinical staff (COG, COGC, or CTSU staff). 

Site Users: 

• The Institution CTEP ID field is a selectable drop-down menu until a Patient Registry 
tracking number is associated with the record (then the field becomes read-only). 
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• The Registrar fields are always not editable for site users. 

• When a record is initiated for the first time (no tracking # assigned yet), the Institution 
CTEP ID prefills with the Site the user selected on the Welcome screen of OPEN. 

• When a record has a tracking #, site staff are unable to change the Institution CTEP ID. 
Non-site staff can transfer a record (see section 6.3). 

• The Registrar field prefills to the logged-in site user (whether in create or edit mode). 

COG/COGC/CTSU Users: 

• The Institution CTEP ID and Registrar fields will always be editable for COG, COGC, and 
CTSU users. The Institution CTEP ID will be a text-entry box with a group-lookup list 
feature. The Registrar field will be a drop-down list that will change depending on the 
site entered in the Institution CTEP ID field. 

• When you initiate a record for the first time (no tracking # assigned yet), the Registrar 
field has no value selected by default. 

• When a record has a tracking #, the Registrar field loads the most recently saved 
Registrar value (and the field will be editable). 

• When a record has a tracking #, and a new value is selected for the Institution CTEP ID, 
the previous Registrar field value clears, and the list of choices refreshes based on the 
newly selected Institution CTEP ID. 

6.5 Logic for Editable Fields 

The fields within the patient registry forms are editable depending on the type of user (site or non-site) 
and whether the record was previously in a REGISTERED status. Non-site staff are individuals at COG, 
COGC, or CTSU. 

Table 6 shows which patient registry fields are editable, for records that never achieved a REGISTERED 
status. 

Table 6: Editable Fields for Records that Never Achieved a REGISTERED Status 

Field Name Site Staff Non-Site Staff 

Institution CTEP ID  Editable 

Registrar  Editable 

Last Editable Editable 

First Editable Editable 

Middle Editable Editable 

Patient's Date of 
Birth 

Editable Editable 

Ethnicity Editable Editable 

Sex of a Person Editable Editable 

Country of Residence Editable Editable 
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Field Name Site Staff Non-Site Staff 

ZIP Code Editable Editable 

Race Editable Editable 

Is this the diagnosis 
for which you are 
enrolling the patient? 

Editable Editable 

Diagnosis Date Editable Editable 

Primary Site 
(Topography) ICD-O 
Code 

Editable Editable 

Initial Diagnosis 
(Morphology) ICD-O 
Code 

Editable Editable 

Registry Stage Code Editable Editable 

Comments  Editable 
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Table 7 shows which fields are editable, for records that have previously achieved a REGISTERED status. 

Table 7: Editable Fields for Records that Previously Achieved a REGISTERED Status 

Field Name Site Users Non-Site Users 

Institution CTEP ID  Editable 

Registrar  Editable 

Last  Editable 

First  Editable 

Middle  Editable 

Patient's Date of 
Birth 

 Editable 

Ethnicity Editable  

Sex of a Person  Editable 

Country of Residence Editable  

ZIP Code Editable  

Race Editable  

Is this the diagnosis 
for which you are 
enrolling the patient? 

Editable Editable 

Diagnosis Date Editable Editable 

Primary Site 
(Topography) ICD-O 
Code 

Editable Editable 

Initial Diagnosis 
(Morphology) ICD-O 
Code 

Editable Editable 

Registry Stage Code Editable Editable 

Comments  Editable 

6.6 Validations and Business Rules 

Table 8 shows the different validations that OPEN performs on created or edited patient registry 
records.   

Table 8: Validations for the Patient Registry Module in OPEN 

# Validation Validation Type 

1 The ZIP Code must be provided if the patient’s Country of Residence is US. Edit check 

2 If any question is answered in a COG Diagnosis Information module, then all 
questions in the module must be answered (except the Registry Stage Code). 

Edit check 

3 Only one diagnosis can be marked as the primary diagnosis. Edit check 
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# Validation Validation Type 

4 One primary diagnosis must be indicated. Edit check 

5 If Zip code provided for a US resident, it must be a valid USPS Zip code. Edit check 

6 Any Diagnosis Date value cannot be more than 365 days before the Patient’s 
Date of Birth. 

Edit check 

7 If Patient Registry records modified by a COG, COGC, or CTSU user, a comment 
must be added to the Comments field. 

Edit check 

8 Patient initials can only be letters. Edit check 

9 Future dates are not allowed for the Diagnosis Date fields. Instant date validation 

10 Future dates are not allowed for the Patient’s Date of Birth. Instant date validation 

Table 9 shows the business rules for the OPEN Patient Registry module. 

Table 9: Business Rules for the Patient Registry module in OPEN 

# Business Rules Notes 

1 The COG Patient Registry hyperlink displays in the OPEN Welcome screen if a 
site or non-site user passes the CTEP-IAM account validation. Once a user clicks 
the hyperlink, the roster validation determines which patient registry records to 
display for the user. Once inside the Patient Registry module, the user’s OPEN 
role(s) will determine whether they can create, edit, and view records. If a site 
or non-site user attempts to directly access the Patient Registry module by 
typing in the URL, they will receive an “Unauthorized Access” error message. 

 

2 Certain fields within the Patient Registry are editable, depending on the type of 
user and whether the record has previously achieved a REGISTERED status. 

See section 6.5 for 
details. 

3 The Institution CTEP ID and Registrar fields display as drop-down menu fields 
for non-site users, and the values prefill for site users. 

See section 6.2 for 
details. 

4 During create or edit mode, any COG Diagnosis Information modules (2 through 
5), loads in a minimized view if no saved information is contained within a 
particular module. In view mode, all of the COG Diagnosis Information modules 
display in an expanded view, to show all questions. 

 

5 Overrides cannot be configured for Patient Registry edit checks.  

6 Patient registry records that are in a VOID status are hidden by default in the 
Patient Registry Browser screen. View VOID records by changing the Status 
drop-down (in the Patient Registry Browser screen) to VOID. 

 

7 OPEN automatically changes in-progress OPEN Patient Registry records (that 
had not previously achieved a REGISTERED status) to a VOID status after 7 
calendar days without user activity. 

 

6.7 Roll-Back of a Patient Registry Record 

When you attempt to edit a patient registry record that previously attained a REGISTERED status, the 
record rollbacks to its previous state, if certain conditions are met. 
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When you click on the Continue button on the Demography Form for the patient registry record that 
you are editing, a confirmation pop-up window (see Figure 16) displays. If you click the OK button, a 
“snapshot” of the patient registry record is taken (from the point when the record was last in a 
REGISTERED status), and the record enters an INCOMPLETE status. 

 

Figure 16: Confirmation Pop-up Window that Indicates the Terms of the Rollback Process 

If you click the Cancel button on the confirmation pop-up, or you never click the Continue button on the 
Demography Form, no changes are saved and the record remains in its previously REGISTERED status. 

If the record is in an INCOMPLETE, READY, or SUBMITTED status 24 hours after the user clicked OK on 
the confirmation pop-up, the record goes into a daily rollback queue to be restored to its last saved 
snapshot. If you do not successfully complete the edit process before the daily rollback queue runs, the 
changes to the patient registry record are replaced by the content from the saved snapshot, and the 
status of the record reverted to a REGISTERED status. 

6.8 Compatibility with the Populate Demography Feature 

CTSU’s Westrax RandoNode can use the Populate Demography feature to obtain demographic data 
from OPEN Patient Registry records, and populate them into the Demography screen of corresponding 
OPEN enrollments (for COG and COGC studies). Contact the CTSU for assistance with configuring this 
feature. 

6.9 Patient Registry and OPEN Checklist Form Validations 

A GET_REGISTRY_RESPONSE expression is available to validate responses between the OPEN Patient 
Registry, and OPEN patient enrollment Checklist forms. For instructions on creating the edit check, refer 
to the OPEN Group User Guide.  

The edit check only fires on the Checklist of the patient enrollment. 

 

https://www.ctsu.org/open/Group_Resources/Training/Users_Manual/CTSU-OPEN-GroupUserGuide.pdf
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6.10 Posting Message of the Day on Patient Registry Home Screen 

OPEN is configured to support posting the Message of the Day (MOTD) specifically on the home page of 
the COG Patient Registry screen. To post the MOTD, contact CTSU OPEN Administrators at 
CTSUOPENFORMS@westat.com, and include the message to be posted along with the message 
expiration date. After the OPEN Administrator processes the request, the MOTD will appear on the 
home screen of the Patient Registry page, as shown in Figure 17. 

 

Figure 17: Displaying MOTD on Patient Registry Home Screen 
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