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1. Introduction 
The Oncology Patient Enrollment Network (OPEN) team at the Cancer Trials Support Unit (CTSU) wants 
to thank the leadership at the National Cancer Institute (NCI) and the Network Groups, for their 
exceptional support, resources, ideas, and constructive feedback throughout the development and 
various releases of OPEN. This support helps make OPEN a successful platform for patient enrollment for 
cancer clinical trials. 

This document describes enhancements and bug fixes that were included in version 2025.1.0 of the 
OPEN portal. 

1.1 OPEN Application Overview 
The development of OPEN is a joint effort between the CTSU and the Network Groups, with the support 
of the Cancer Therapy Evaluation Program (CTEP). The main goal of OPEN is to provide a standardized 
web-based environment, available 24/7, for the enrollment of patients in clinical trials across the NCI-
sponsored clinical trials program. 

1.2 Organization of this Document 
The content of this document is divided into the following sections: 

• Section Two contains a list of acronyms. 

• Section Three describes the major enhancements. 



Acronyms 

OPEN Portal v2025.1.0 Release Notes  
Revision Release Notes February 16, 2026 Page 2 of 9 
 
 

2. Acronyms 
Table 1: List of Acronyms 

Acronym Description 

CA Client Administrator  

CTEP Cancer Therapy Evaluation Program 

CTSU Cancer Trials Support Unit 

ETCTN Experimental Therapeutics Clinical Trials Network 

IWRS NCI Interactive Web Response System  

LPO Lead Protocol Organization 

NCI National Cancer Institute  

NCTN NCI National Clinical Trials Network  

OPEN Oncology Patient Enrollment Network 

PI Principal Investigator  
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3. Major Enhancements 
This section describes the major enhancements that were included in version 2025.1.0 of OPEN.  

3.1 Experimental Therapeutics Clinical Trials Network Cohort 
Management and Slot Reservations  

Requested By: NCI 

Available to: Lead Protocol Organizations (LPOs), Sites 

Background: It was requested by the NCI that Theradex and CTSU standardize cohort management and 
slot reservation tasks between NCI National Clinical Trials Network (NCTN) and Experimental 
Therapeutics Clinical Trials Network (ETCTN) trials. The following enhancements were implemented in 
OPEN to support cohort management integration:  

• An update was made to ensure that accrual data in the Protocol application matches the data in 
OPEN. In addition, count of reserved slots will now be synchronized between OPEN and Protocol 
applications.  

• The following new subscriptions are now available in the OPEN Email Subscribe screen (to be 
configured at a study level): 

o [STUDY]_RESERVATION_APPROVAL_REQ subscription will send notifications to Principal 
Investigator (PI) and Client Administrator (CA) when slot reservation will require 
approval.   

o [STUDY]_EVAL_TARGET_REACHED subscription will send notifications to the PI and CA 
when the last slot available for the protocol is reserved.  

o [STUDY]_RENEWAL_APPROVAL_REQ subscription will notify PI and CA when slot 
reservation renewal is requested.  

o [STUDY]_RESERVATION_WITHDRAWAL subscription will notify PI and CA when slot 
reservation is withdrawn.  

• A text was added on the homepage of OPEN under the Theradex NCI Interactive Web Response 
System (IWRS) Cohort Management/Slot Reservation link to note that IWRS is being phased out 
for ETCTN trials, as shown in Figure 1:



Major Enhancements 

OPEN Portal v2025.1.0 Release Notes  
Revision Release Notes February 16, 2026 Page 4 of 9 
 
 

Figure 1: Updated IWRS Link 

• The following new validations were added in OPEN: 

o When the cohort is closed at the time of an enrollment, an error message will be 
displayed prompting the user to update the cohort selected to an Open status in the 
Protocol application. 

o When the target accrual is reached, an error message will be generated, notifying the 
user that the enrolled slot for the cohort exceeds maximum target accrual limit. 

• The Stratum label and Stratum/Cohort labels were updated to Category label, and the Dose 
label was updated to Dose/Arm label in the following screens (as shown in Figure 2, Figure 3, 
Figure 4, and Figure 5): 

o Slot Reservation/In Progress/View 

o Slot Reservation/History/View 

o Slot Reservation/Configuration/Browser/Slot Usage Report 

o Slot Reservation/Report 
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Figure 2: Slot Reservation in Progress View  

Figure 3: Slot Reservation History View 
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Figure 4: Slot Usage Report  
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Figure 5: Slot Reservation Report 
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• Target Number of Slots value will be forced as 1 if cohorts are not yet configured in the Protocol 
application. If the cohorts are configured, then the Target Number of Slots value should be a 
sum of all open cohorts, as shown in Figure 6.  

• Whenever a new cohort is created and saved in the Protocol application, OPEN will add a new 
row to the Category table in the Slot Reservation Configuration Summary screen, as shown in 
Figure 6.  

• Whenever a Cohort Management study is configured in the Protocol application for slot 
reservation, the following fields in OPEN should display Cohort values from the Protocol 
application (see Category grid and Evaluation grid in Figure 6). 

o Category Grid: 

 Category Name 

 Category Group 

 Description  

 Category Status 

o Evaluation grid: 

 Category Name 

 Max Slots 

 Evaluation Status 

• Users with the Group Registrar (GROUP_REG) role and Protocol Principal Investigator 
(PROTPI) or Protocol Client Administrator (PROTCA) roles will not be able to create enrollments 
in OPEN.  

• Category and Evaluations tabs in the Slot Reservation Configuration screen are now disabled for 
Cohort Management trials. A tooltip was added to instruct users to access the Protocol 
application to configure protocol categories.  
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Figure 6: Slot Reservation Configuration Summary screen  
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