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PURPOSE:

This standard operating procedure (SOP) outlines the guidelines and conditions for using the OnCore
Clinical Trial Management System (CTMS) at George Washington University (GW) Office of Clinical
Research (OCR) for clinical trial investigators and research teams.

SCOPE:

(This SOP covers GW Office of Clinical Research CTMS OnCore for the GW medical enterprise expanding
to GW Hospital, GW Medical Faculty Associates (MFA), School of Medicine & Health Sciences (SMHS),
and GW Cancer Center)

According to ICH-GCP Guidelines, “Clinical Trial is any investigation on human subjectes intended to
discover or verify the clinical, pharmacological and/or other pharmacodynamic effects of an
investigational product(s), and/or to identify any adverse reactions to an investigational product(s) with
the object of ascertaining its safety and/or efficacy.” Industry-sponsored, federally sponsored, and
investigator-initiated clinical trials have been permitted to inspection by the GW regulatory
authority(ies) (see Clinical Research Operations & Compliance SOP15 v4.0) , and in accordance with
applicable regulatory requirements reviewed by IRB/IEC(s), federal and state law. GW clinical trial
investigators and research teams are to delegate trial related activities and study metrics during the
relevant aspects of the protocol lifecycle.

RESPONSIBILITY: This SOP sets forth responsibilities for all users in the CTMS OnCore platform.

PROCEDURES:
Access

OnCore access is a system-wide configuration that is based on the staff role assignment and the
scope of permissions granted to the protocol organization unit (OU), management group, and
department, and driven by designated libraries (GW Medicine or GW Cancer Center). Users can be
assigned to more than one organizational unit, management group, department, or library. The GW
clinical trial investigator and research team will promptly inform GW OCR and OnCore Admin of
employment terminations, employee transfers, and changes in approval/favorable opinion of trial with
the IRB/IEC(s), or study sponsor or Contract Research Organization (CRO).
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GW clinical research investigators and research teams can request access to OnCore by contacting
the GW OCR OnCore Admin. Request submissions must provide GW email address granted by GW
IT and Web Services Identity Management for single sign-on. If GW Medical Faulty Associate
employee (MFA), new GW employee, or without a GW email address, contact GW OCR OnCore
Admin. Upon receipt of access request, GW OCR OnCore Admin will confirm clinical trial supervisor,
or study investigator, library, department, management group, GW institution, study site, and clinical
trial study. After OnCore training, user will receive access to account creation and confirmation of
protocol assignment.

Training

GW OCR OnCore CTMS trainings should be completed through the Advarra University Training Portal .
Certificates of completion for enroliments are available on the user Advarra University dashboard. All training
courses must be complete prior to access to GW OnCore and protocol assignments.

The following training courses are recommended by GW Office of Clinical Research to GW clinical trial
coordinators, unless otherwise specified:
e OnCore 100: Navigation
OnCore 105: Protocols — Basics
OnCore 200: Introduction to Managing Subjects
OnCore 230: Subject Registration
OnCore 240: Consent and Eligibility
OnCore 250: On Study
OnCore 260: Subject Calendars
OnCore 210: View and Manage Participants in the CRA Console
OnCore 400: Financials Basics
OnCore 430: Calendar and Financial Build Versions

Account Passwords and Termination

Passwords and account terminations are maintained by GW IT department for employees and
affiliate users through single-sign on.
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Protocol Registration

Requires all clinical studies meeting the following criteria to be registered in OnCore:

e During the clinical trial phase, at CRO site-selection prior to initiation, during the conduct of the
clinical trial study, and through completion or termination.

e Studies which require whole human body participation (assessments, tests, clinic or office visits,
therapy, treatment, or biological specimen collection), OR

¢ Involve Invoiceable billable services (hospital clinics, university clinics, George Washington
University Medical Associates [MFA] clinics, clinical pharmacy), and/or electronic medical
records (except chart reviews).

Human research projects that DO NOT have to be registered in OnCore are those that solely do not
meet any of the criterion above and which include:
e Retrospective chart review projects of the electronic medical record (EMR), study
documents, or records;
o Retrospective analysis of pre-existing specimens;
Research involving individuals or group characteristics or behavior;
o Research employing surveys, interviews, focus groups, program evaluation, or quality
assurance projects.

Protocol Registration at Site Selection

GW OCR Intake submission criteria and policies for clinical research studies registration are
available on the Office of Clinical Research website and mandated by Executive Director of Clinical
Research and the GW OCR Business Operations. All clinical trials involving human subjects are
required to be managed in OnCore, and all trials with financial tracking will be required to be
entered in OnCore.

OnCore Protocol Registration

The OnCore PC Console is used to view and update protocol information, which is organized by
vertical tabs on the left. To establish a New Protocol select last vertical tab. Verify that your protocol
number appears in the header of the PC Console. The following OnCore fields are required when
creating a new protocol in OnCore (below), once complete select submit and notice that your study
has a Protocol Status of New.
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Library (MFA- Medicine)
Protocol No. (autogenerated)
NCT Number

Department

Organizational Unit ( MFA- Medicine)
Title

Short Title

Objectives

Phase

Scope

Age

Drug Accountability
Investigator Initiated Protocol
Summary Accrual Info. Only (Y/N - see last section)
Protocol Type

Registration Center

Data Monitoring

Multi-site Trial

Investigational Device (Y/N)
Investigational Drug (Y/N)
Protocol Target Accrual

RC Total Accrual Goal (Lower)
RC Total Accrual Goal (Upper)
RC Annual Accrual Goal
Accrual Duration (Months)
Completion Dates

Adding an Institution and Participating Study Site

To identify all participating study sites and study locations for the protocol navigate to the Institution tab
within the protocol record select the “Add” button to browse results for GW Research Institute and
established study sites below. Deselect any study
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GW Hospital

GW MFA

GW University

Cedar Hill Regional Medical Center
Children’s National Hospital

GW Cancer Center

GW Cancer Prevention and Wellness Center
GW Milken Institute School of Public Health
GW School of Nursing

Sarasota Memorial Hospital

Assigning Research Investigators and Research Staff

The clinical trial coordinator who is responsible for building out the protocol shell in OnCore should, at
minimum, assign the PI; Sub-PlI, Clinical Trial Coordinators; Contracts Specialist, Budgets Specialist,
Regulatory Specialist, and IDS Pharmacy staff (if applicable). Assigning staff members in this section is
what determines who gets assigned tasks on any task lists that will be associated with the study. For this
reason, it is important to list the relevant staff members. In addition, generally the primary coordinator
should be assigned as the Study Site Contact. By selecting “Active Staff” it can display or filter out historical
information on when each staff member worked on the study. For study team transfers or termination from
Institution add a start or end date in the designated field.

Assigning Clinical Trial Sponsor

The PC Console Main Sponsor page is where the protocol sponsor information is managed and displayed.
Select “Add Sponsor” button to display a find as you type field that searched all Sponsor records in OnCore.
Once selected, click Add to assign the sponsor to the protocol. At least one sponsor must be defined on this
page in order to use the Financials Console for the protocol. If a sponsor can not be found, contact GW
OCR OnCore Admin to add new Sponsor. For protocols to meet OnCore criteria at least one sponsor must
be marked as Principal Sponsor. The Grant/Contract link displays a table that lists all grants and funds
associated with the protocol for a particular sponsor. Users may either select an existing grant or fund to
associate with the protocol or add a new grant or fund for the sponsor.

o Internal Account Number (MFA Cost Center Number)
e Sponsor Grant No (MFA PTA Number)
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¢ Funding source/ Sponsor Protocol No. (GWU PTA Number)
¢ Financial Reference No. (Organization Number)

Protocol Status

available:

It is the study site's responsibility (Protocol Coordinator [PC], Regulatory Coordinator [Reg], or
Program Manager [PM]) to update the protocol status in a timely manner. The following statuses are

New Assigned when the protocol is created.

PRMC Approval

Assigned when a PRMC Initial Review is completed for the protocol (for
cancer-related studies only).

IRB Initial
Approval

Assigned when an IRS Initial Review is documented in OnCore >
Protocols > PC Console > Reviews > |IRB tab

Note: Therapeutic protocols and Interventional protocols with billable
services will be transmitted to PowerTrials via the RPE interface by the
OnCore Office upon notification of Initial /RB Approval (see information
about RPE below).

Protocol
Signoffs

After the "IRB Initial Approval" status is assigned, Augusta University-
specific Protocol Signoffs are required.
e Signoffs follow a preset order.
Protocol Coordinator (includes Specifications
Signoff, see SOP Onc-006)
0 OnCore Admin
0 DSPA

e Signoff status buttons only display for users with privileges
required to complete the specific signoff.

e Clicking a signoff status button assigns the corresponding
status. When a S|%noff status is assigned, an [Undo
Protocol Signoff] button is
displayed, allowing you to "back out" the signoff and revert the

MFA Clinical Research SOPs:
Revised 01 October 2025
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protocol to its previous status.
OnHold This status is typically assigned by the Protocol Coordinator or Regulatory
Coordinator when a sponsor puts the protocol on hold prior to opening to
accrual.

. The [On Hold] button is displayed until the protocol status becomes
"open to Accrual."

. The [Off Hold] button is displayed when a protocol is "on Hold."

. When a protocol is removed from "On Hold" status, the protocol
reverts to its previous status.

. When an approved initial IRB Review or an approved initial PRMC
Review is entered for a protocol having the status "On Hold," OnCore
updates the status of the protocol to "IRB Initial Approval" or "PRMC
Approval" and insert an "Off Hold"

status into the table.
Abandoned This status indicates no further action is expected for this protocol. An
[Abandon] button is displayed until a protocol is "Open to Accrual."

Open to Accrual| This status indicates that subjects may be added to the protocol. An
[Open] button is displayed after IRB initial approval and all protocol signoffs
have been completed.

The protocol must be "Open to Accrual" before any subject can be
consented to participate, and before subject-related activity is initiated.

Suspended This status indicates that a protocol is temporarily closed to accrual. OnCore
does not allow you to place subjects On Study when a protocol is
"Suspended.”
Closed to Indicates that a protocol is closed to accrual. The [Closed to Accrual] button
Accrual is displayed when the protocol has a status of "Open to Accrual."
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IRB Study Typically, the final status for the protocol when the expected outcome is
Closure successfully completed. The [IRB Study Closure] button is displayed after
the protocol is marked "Closed to Accrual."
Terminated This status is typically used when a protocol ends prior to completing
the expected outcome, and indicates that no further protocol action is
permitted.

Protocol Status New — Task Management: The Calendar and Coverage Analysis for the clinical
research trial will be reviewed and updated into OnCore protocol shell by Advarra Business Operation
Services. Build notes highlighting the calendar design, approach taken to build it, and the billing grid will
require the review, feedback, and/or approval from the primary investigator and study team. The primary
clinical trial coordinator will perform sign-off.

Protocol Status IRB Initial Approval — Task Management: Entering the initial IRB review and
consents into OnCore is required before you can open the study to accrual. The approved IRB and
consent forms should be uploaded and attached to the applicable protocol record; this makes them
available for review when registering a subject to the study. The “Reviews Expiration” field will default to
Yes, with the assumption that your IRB review has an expiration date monitored by GW OCR OnCore
Admin and GW Regulatory and Compliance. Review and committee type fields are especially important
for financial reasons and should be double-checked.

OnCore IRB Committees:
e Advarra
e GWU
o Western (WCG)

Protocol Status Active — Task Management: In OnCore, subject registration and study enroliment is a
person who is participating in a protocol or may participate in a protocol. Study subjects are registered to
protocols in OnCore to facilitate subject visit tracking, sponsor invoicing. Navigate to CRA Console to
Register Subject from vertical menu bar. Find subject by selecting GW study site and subject EPIC MRN.
The Subject Console provides access to an individual subject's demographic information and associated
protocols, as well as their consent records, eligibility status, visit history, and eCRFS (electronic case
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report forms) for each protocol with which the subject is associated. The CRA Console is designed to
provide subject information at the protocol level. The CRA Console is used to quickly view subjects by
status, subject records, and view progression within the protocol calendar and/or schedule of events.

George Washington University requires the research site to update/manage subject statuses for all
protocols with visit calendars.

Managing Subject Statuses

The recommended subject status sequence is as follows:

1. Consented

2. On Study (enter sequence number, also known as subject ID; date should be the same as
Consent)

Eligibility

On Arm/On Treatment

Off Arm/Off Treatment

On Follow-up/Off Follow-up

Disease Progression (for Cancer-related studies only)
Withdrawn (if applicable)

Expired (if applicable)

0. Off Study

SO NOO kW

Subject status information is sent automatically to the medical record via RPE based on the following
OnCore status:

e On Study

o Withdrawn

e Off Treatment
o Off Study

e Expired

Sites are expected to register subjects the day of consent.

Below is a description of the pages located on the vertical menu bar, and the information required.

Demographics
This page is automatically filled out based on registration information.
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Consent

The Consent tab of the Subject Console records the subject's acceptance or refusal of consent forms that
have been approved by the IRB. This section stores consent type, date signed, version, and consent status.
Age of Majority re-consents are displayed on this page, as well as re-consents required by a newly
approved version of the consent form. Should a subject "Withdraw" consent, use the Status drop-down
menu under "Other Consent Statuses." For OnCore/RPE functionality, the initial Consent date and the On
Study date must be the same date.

Consenting
When users document the date consent signed in the Subject Console > Consent tab, the subject's status

is changed to "Consented" (or "On Study"). This change in status must occur on the day the consent form is
signed.

On Study
When a subject status is changed to "On Study," a Sequence No. field is displayed. This is a unique

number that can either be manually entered or automatically generated. It is recommended that this number
match the subject number issued by the sponsor; however, in the case of an investigator-initiated trial, it
may be useful to use the automatic numbering. On Study Date should be the same as the Consent Date.

Subject Staff

The subject staff section is used to identify the research staff for the subject. Staff Role, Staff Name,
Institution, and Start Date are initially recorded. More than on research staff can be assigned to the subject.
This action not only helps to quickly identify responsible research staff, but it allows the users to view all
subjects to which they are currently assigned as Subject Staff in My Console.

Eligibility

When a subject is displayed in the Subject Console, use the Eligibility tab to directly enter a subject's
eligibility status. Note: Eligibility does not need to be entered prior to the subject being placed "On Study." A
warning message, however, will be displayed as a reminder to document when eligibility has been
determined.

Enter the following fields and then click Submit :

Version Date Verified By
Status Date

Eligibility Status
Comments
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Enter the version date of the eligibility questionnaire. Enter the name of the verifying person.
The date the subject completed the eligibility questionnaire and became eligible.

Enter the status based on review of the eligibility questionnaire. Comments regarding this subject's eligibility

If Eligible is selected as the Eligibility Status, the Reason Withdrawn field will become enabled and
selections can be made from a pre-defined list. If Not Eligible is selected as the Eligibility Status, the
Reason Not Eligible field will become enabled and a reason for ineligibility can be selected from a pre-
defined list. An Eligible (0) status is used in situations in which the subject has been found ineligible but the
ineligibility has been overridden. It is recommended the sponsor's email approval to enroll with an override
be scanned and uploaded in the Subjects > Subjects Console > Documents/Info > Attachment page, in
addition to the eligibility questionnaire.

After submitting this page, the subject's status will update accordingly

Treatment

When a subject is displayed in the Subject Console, the Treatment tab is used to select the
appropriate arm of the protocol for which the subject will receive treatment. Subjects can be on more
than one Arm at the same time, however, they can only be on one treatment at a time. Entering the
On Treatment Date activates the Treatment section of the subject calendar. Users should refer to
FAQs for guidance on how the protocol calendar anchors correspond to subject statuses.

Follow-up
In this page, Off Treatment, Off Study, Follow-up, and date Expired are the subject statuses that can

be documented. When the subject has completed study participation, change the subject's status to
"Off Study."

Subject Calendar

In order to record subject visit information, the calendar segments containing the visit must be
activated. Activation occurs when anchor dates for the subject are entered into OnCore. The anchor
dates that can be used to define a calendar segment are 'Consent Signed', 'On Study’, 'On Arm’, 'On
Treatment', 'Off Arm’', 'Off Treatment', 'Off Study' and 'End of Previous'.

When an anchor date is entered for a subject, the calendar segments based upon the date become
active and a Planned Date will be calculated for the visits in the segment. For treatment segments
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based upon 'End of Previous', the system calculates Planned Dates relative to the last date of the
segment preceding it (segments are ordered by a Sequence Number). Users should refer to FAQs
for guidance on how the protocol calendar anchor dates correspond to subject statuses.

Research staff are expected to document completion of study visits the day the visit occurs.

Additional Visits

At times, subjects will be seen for visits that are not on the standard schedule (unscheduled visits).
These visits can be recorded via the Additional Visits page. Clicking "New" on the Additional Visits tab
displays a Subject Visit Update page where visit details can be entered. Include a description of the
visit, as well as the procedures/tests performed at that time. Additional Visits may have financial
implications, therefore, it is recommended the Billing Slip be generated and sent to the Financial
Coordinator for payment reconciliation.

Additional Visits will not be displayed on the subject's calendar.

Forms
For investigator-initiated studies, research staff will complete required eCRFs and procedure/lab forms
for each visit. The timeframe for data entry is based upon the Sponsor's requirements.

Deviations
Deviations should be entered in a timeframe based upon the Organizational or Management Group
requirements.

Adverse Events (AE), Serious Adverse Events (SAEs), Unanticipated Problems (Ups)
Documentation, and Toxicity Monitoring. Tracking AEs, SAEs and Ups is based upon on the
Organizational Unit, Sponsor, and IRB requirements.

Documents/Info

The Subject Console> Documents/Info> Attachments tab in OnCore is where protocol documents related
to the subject can be uploaded. Document information may be added, edited and deleted from this page.
At a minimum, the signed consent should be uploaded.

Subject Delete
Subject Delete can be used to remove subjects from a protocol. If the subject is being removed from the
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only protocol to which the subject is attached, the subject is deleted from the OnCore system. To request
removal of a subject, complete the online form entitled "Remove Subject Form."

Application Description

OnCore is a web-based application used to create and store clinical trial data. It is configured as a
four-server environment with two servers for production and two servers for test/training. Each
environment has an application server and a database server. The production server is dedicated to
the clinical trial data. Servers are located in a limited access location and operating system access
is limited to Operating System Server Administrators.

Application Security

To access OnCore, a user must have an account created in OnCore and be an "active" user. Active
users are those who have completed at least OnCore Basics training and submitted a signed access
request form. A user account contains a unique ID and password. Authorization for system access
is granted by OnCore Office. If a user account is no longer needed, the user's account will be
deactivated by the System Administrator. The user's logon ID, along with date/time stamp is applied
to each record when the user creates, processes, enters, or edits electronic records which are stored
in OnCore. Under no circumstances may a user collect or report electronic data Linder another user's
login account and password. Users should not leave an open host-connection session unattended
and users should logoff the system for any extended periods of absence.

Security Levels

The OnCore system contains different levels of system access. Access can be defined by roles and
assigned to a protocol and/or one or many managing groups. A user may be assigned more than
one role. Privilege levels dictate whether a user can see patient identifying data within a given
function or whether this information is hidden. The table below reflects the scope order from least to
most accessible.
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Users may only access protocols where they are assigned

departments.

Assigned as Protocol Staff or Subject Staff.

M ¢ Users may only access protocols that have a management
Gﬁaonuapgemen group assignment that matches their Management Groups.
Department Users may only access protocols that have a department

assignment that matches one of their 'access control'

Organizational
Unit

Users may only acce4ss protocols that have an
organizational unit associated that matches their own.

All Users will see all protocols associated with their institution.

Account Maintenance

accounts and logon passwords.

Audit Trail

change.

It is the responsibility of the OnCore Office to create, maintain, and disable unique user name

Actions performed in OnCore, including creating records, modifying records, and deleting records, are
recorded and maintained in audit trails. The audit trail includes: unique identifier for who initiated the
action, the record acted upon, date and time the action was initiated, nature of the action. The audit
trail can be accessed by the System Administrator. Audit trail for eCRFs also includes the reason for
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REFERENCES:

21 CFR 312.60

General Responsibilities of investigators

21 CFR 312.62

Investigator recordkeeping and record retention

21 CFR 312.68

Inspection of investigator’s. records and reports

21 CFR 812.100

Specific responsibilities of investigators.

21 CFR 812.140

Records.

21 CFR 812.150

Reports.

MFA SOPs SOP 4- Research Team Communications/Interactions with IRB
SOP 5- CRF Completion and Query Resolution
SOP 13- Informed Consent and Research Subject Authorization
ICH E6 (R2) Integrated Addendum to ICH E6 (R1): Guideline for Good Clinical Practice E6

(R2)

Page 15 of 15

MFA Clinical Research SOPs: SOP 23 — Clinical Trial Management System (CTMS) OnCore

Revised 01 October 2025




	Protocol Status
	Demographics
	Follow-up
	Subject Calendar
	Research staff are expected to document completion of study visits the day the visit occurs. Additional Visits
	Forms
	Deviations
	Adverse Events (AE), Serious Adverse Events (SAEs), Unanticipated Problems (Ups) Documentation, and Toxicity Monitoring. Tracking AEs, SAEs and Ups is based upon on the Organizational Unit, Sponsor, and IRB requirements.
	Application Description
	Application Security
	Security Levels
	Account Maintenance
	Audit Trail
	Actions performed in OnCore, including creating records, modifying records, and deleting records, are recorded and maintained in audit trails. The audit trail includes: unique identifier for who initiated the action, the record acted upon, date and time the action was initiated, nature of the action. The audit trail can be accessed by the System Administrator. Audit trail for eCRFs also includes the reason for change.

