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The purpose of the OPEN System is…p p y

To Provide a 

Standardized Web-based Environment 

for Enrollment of all Patients in Clinical Trials 

A th NCI d
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Across the NCI-sponsored 

Cooperative Group Clinical Trials Program
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Centralized web-based system

• Single web address.
htt // thttps://open.ctsu.org

• Uniform interface for all 
Cooperative Group studies

• Uniform implementation of 
Credentialing rules
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• Increased availability and 
flexibility through multiple 
means of access

Benefits to Sites
• Learn a single system for enrollments

M i t i i l d t d d CTEP IAM• Maintain single password - standard CTEP-IAM

• Enroll patients to all Cooperative Group Trials

• Available 24/7 from the OPEN web site

• View all your OPEN enrollments across all Groups.
SITE REGISTRAR
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• Seamless integration with existing Group 
registration and randomization systems

• Phone and FAX-based processes being phased out
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How does OPEN Work?

OPEN P t l

Registration &
Eligibility Data

Registration 
Request

OPEN Portal
https://open.ctsu.org

Registration 
Confirmation

Registrar

CTSU

Patient ID,
Treatment Arm

Randomization
Node
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CTSU 
Enterprise 
Database

(RSS/OPEN)

Group 
Database

How Do I Get My Roles in OPEN?

If you are affiliated with the Protocol 
Lead Group

If your site is not affiliated with the 
Protocol Lead Group 

Lead Group 

Contact the Lead Group. Your role 
assignments are handled through the 

Lead Group 

Your Lead Group’s roster is maintained

(For non-Lead Group enrollments) 

Contact your Site and/or Data 
Administrators to request a role 

assignment 

Role assignments are made via Roles 
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Your Lead Group s roster is maintained 
in RSS by the Lead Group maintenance under the RSS tab on the 

CTSU Members’ web site 
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Your role assignments are to be set up only 
once per Lead Group – Not for each protocol
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How Do I Enroll Patients Using OPEN?
You need the Group 
specific role on the 

Lead Group’s Roster

1

2

Affiliated 
with Lead 
Group?

YesYes

You need a 
CTEP-IAM 

account to login 
to OPEN

Enroll 
Patients

3
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https://eapps-ctep.nci.nih.gov/iam/
CTEP-IAM Account
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You need the 
Registrar role on 

CTSU Roster

NoNo

Example Registration Flow
CTSU

Members’
Site

Login to 
OPEN

OPEN
URL

https://open.ctsu.org

Choose
Enroll

Select site, protocol, 
investigator, credits

Complete standard

Groups’ System 
For 

Randomization

Enrollment 
Results:

Patient ID & 
Treatment Arm
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Complete standard 
demographic form

Complete eligibility 
checklist 

Review & 
Submit

Randomization
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Some Features..
• OPEN has a “Practice” mode so sites can learn the system 

and review protocol enrollment forms. The Practice mode 
will be indicated by an orange colored menu bar andwill be indicated by an orange colored menu bar and 
watermark on screen

• The system will maintain registrations that are in-progress
– Registrations that are not completed can be saved and 

finished at a later date
– Will maintain pending registrations for 7 calendar days
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Will maintain pending registrations for 7 calendar days

Some Features.. (Cont)
• OPEN can now support Ancillary Studies…

– Embedded Ancillary Study: a sub study that is incorporated into 
the main study (protocol) Does not require separate CTEPthe main study (protocol). Does not require separate CTEP 
review or IRB approval from the main study

– Stand Alone Ancillary Study: A sub study that is conducted in 
conjunction with one or more treatment study and requires 
separate CTEP review and IRB approval

– Delayed Enrollments: Ancillary study enrollment which is not 
completed at the time of the main study enrollment. Requires 
separate CTEP review and IRB approval
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Some Features.. (Cont)
• Downloadable history of enrollments and reports will be 

added

• Access to regulatory status and other information that is 
currently available through the CTSU web site

Download
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OPEN Login
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OPEN Home Page

Practice 
Registration 

Feature
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Recent “in 
progress” 

registrations 
for your site

Create New Registration

Persons on 
the selectedthe selected 
site roster 
will display 
in OPEN 
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Credentialing Confirmation

Tracking 
N b
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Number

Demography Screen
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C140503 Online Registration Form

System will 
display validation 
errors and alerts.
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Review Screen

System will askSystem will ask 
you to verify all 

credentialing and 
checklist 

information upon 
selecting submit
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Registration and Checklist 
information can be modified until 

final submission
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Registration Confirmation

Patient ID #

Please take a few moments 
to complete the survey after 
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enrolling a patient.  We want 
your feedback!

Registration History

CALGB Group Meeting – 06/24/2010OPEN Overview 20



11

C140503 Step 2

Registration
Step

Embedded Ancillary 
Study
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Step 2 Registration Confirmation

Ancillary Study
Confirmation

Main Study
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Main Study 
Confirmation
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OPEN Resources

The ‘OPEN’ tab on the 
CTSU Members’ Web 
Site
• Information and updates 

abo t OPEN

Training material under 
the OPEN tab on the 
members’ web site 
• OPEN Demonstration 

Video

Training materials 
within the OPEN 
application
• Practice Mode

OPEN U G id
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about OPEN
• A link to the Guide to 

OPEN Access and 
Crediting

• A link to the OPEN 
Portal

Video
• OPEN User Guide
• OPEN FAQ

• OPEN User Guide
• OPEN Demonstration 

Video
• OPEN FAQ
• A link to the Guide to 

OPEN Access and 
Crediting

OPEN Information on the Web Site

Link to 
OPEN

Site 
resources List of 

protocols
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protocols 
active in 
OPEN
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CALGB Transition
• C140503 will be released to CTSU registrars in July 

2010

• Site release will follow

• Site users will need:
– For CALGB led trials, appropriate staff have to be active on the 

CALGB roster

– For trials led by other organizations, verify appropriate staff are 
linked to their site on the CTSU roster and have the registrar role
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linked to their site on the CTSU roster and have the registrar role 
if needed

– All investigators are linked to their treating organizations on the 
CALGB and/or CTSU roster
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CALGB Roster Roles

• Important Points:
– For CALGB-led trials all associates on the CALGB– For CALGB-led trials, all associates on the CALGB 

roster with a role of site registrar will be granted the 
registrar role, however they must be linked with all of 
their sites (main sites and child sites) to enroll 
patients at these sites

– Ensure that all investigators are linked to their treating 
organizations on the CALGB roster

CALGB Group Meeting – 06/24/2010

– For trials led by other organizations, verify that 
appropriate staff are linked to their site(s) on the CTSU 
roster and have CTSU registrar role if needed
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Current Status

• There are 22 protocols active in OPEN 

Over 5 200 enrollments completed in OPEN• Over 5,200 enrollments completed in OPEN

• Three other protocols are in production with the CTSU 
Registrars –will be released to sites soon
– RTOG-0436
– N0733
– NCIC-PR.11

• During CTSU Registrar Release
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– Group roster cleanup 
– Uncover any form or  connectivity issues
– Work with each Group to refine communication
– Finalize site and Group training documentation

Looking Ahead….

• Data Update Module - synchronization of 
enrollment data between Groups & OPEN,enrollment data between Groups & OPEN, 
post-enrollment data corrections

• Facilitate Patient Transfers

• More reporting features

• Integration with the NCI’s Clinical Data 
Management System

E G t th i t l
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• Empower Groups to manage their protocols 
in OPEN

• Activate all new protocols in OPEN

• Migrate legacy protocols to OPEN
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Contacts
• Ravi Rajaram – CTSU Assistant Project Director 

(Informatics)
R iR j @– RaviRajaram@westat.com

– (301) 294-2045

• Lucille Patrichuk – Implementation Manager
– LucillePatrichuk@westat.com
– (240) 314-2572

• Jayan Nair– OPEN Development Manager
J N i @ t t

CALGB Group Meeting – 06/24/2010OPEN Overview 29

– JayanNair@westat.com
– (301) 212-2126

• Steve Riordan – CTSU Project Director
– SteveRiordan@westat.com
– (301) 517-4045

Questions?
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