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Learning Objectives

* Describe two ways in which OnCore can be utilized as a collaboration tool
 List three components of protocol management

* Name two ways OnCore can enhance communication with the institutions



Agenda

e What is a CTMS?

 What data is currently tracked in the
CTMS?

* Opportunities for Collaboration within
study teams

e Opportunities for enhanced
communication with institutions

* Future CTMS expansion

* Questions
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What is a CTMS?
e CTMS = Clinical Trial Management System = OnCore at UW/FH/SCCA

* CTMS is a standardized workflow and operational data management system
designed to centralize, manage, and provide insight into all research-related
activities at an institution including:

* Reporting:
* Cancer Center Support Grant (CCSG)

 Clinical Trials Reporting Program (CTRP) c Dn[:c)rem
* |THS Metrics

* Leadership: Department, Division, Study Group, etc.

Electronic Health Record (Epic) Integration

Committee Management — Cancer Consortium Scientific Review Committee

Clinical Research Workflow — Protocol Startup and Amendments

Operational Data Tracking and Management



Information Currently Tracked in CTMS

Oncology and FH non-oncology protocols



CTMS Protocol Data

e Scientific Review Approved
* IRB Approved

* Open to Accrual \
e Closed to Accrual Bgei{e]els]
Phase
e On Hold Status
e Etc... |l

\ e |V
* Federal (NIH, AHRQ, CDC, etc.) * PI

* Industry (Phizer, BMS, etc.) Staff Research Manager
g * Primary CRC

* Non-profit/Foundation (AHA,
Regulatory Coordinator

[ ]
=

Sponsor

Red Cross, etc.)

) e Data Coordinator
* |RB Reviews

* IND/IDE Info
* Other Committee Reviews Regulatory
* Approved/Active Document Access

Accrual NI
B (Ooals e Local Site
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OnCore PC Console

PC Console ?

Protocel No.: RG1005270

Select Protocol

RG1005270 v

Protocol Target Accrual: 1732
RC Total Accrual Goal (Upper): 60

Treatment »
Institution

Accrual

Status »
Reviews W
Documents/Info »
Eligibility

Notifications

Conclusions

Annotations

Deviations
| |

i . . : Sponsor: Bleod and Marrow Transplant
Library: Oncology Pl: Lee, Stephanie Clinical Trials N rk (BMTCTN)
Accrual To Date: 81 Protocol Status: OPEN TO ACCRUAL
IRB Expiration: 10/14/2021
Details || Management || Staff ][ Spensor |[ INDADE ][ ClinicalTrials.gov/ CTRP |
FProtocol Details History
Protocol No. | RG1005270 NCT Mumber | NCTO32904134
Library | Oncology Department | FHCRC-Clinical Research Division
Organizational Unit | Oncology
Title | Demonstration Protocol
Short Title | Demo Short Title
Objectives
- Consent at Age of
Phase | Il Scope | Mational Age | Both Majority
Drug Accountability | No Investig atormglgtgﬂ Mo Involves Therapy | Yes Exclude F'rotoc.ovllfgg No
Open For Affiliates Only Summary ﬁCCI‘l.IEl(l:I;‘I ::y Mo Protocol Type | Treatment
Cancer Control | Yes Cancer Prevention Data Table 4 R?rl‘;;g Interventional
Registration Center Involves %';rr::!;;t:ii#sr Mo Data Maonitoring EE[?I‘E;]I only Adjuvant
Includes SBpaenclimgg Mo Companion Study? | No Multi-zite Trial | Yes Investigational Drug | Yes
. ) Precision Trial - - ;
Precision Trial Classification Pilot | N Investigational Davice | NO
Rare Disease
Accrual Information
Protocol Target Accrual 1732 RC Total Accrual Goal (Lower) | 60 R.C Total Accrual Goal (Upper) | 60
RC Annual Accrual Goal 1 Affiliate Accrual Goal Accrual Duration (Months) | 36
Completion Dates
Primary Completion Date | 07/15/2027 (Anticipated)
Study Completion Date | 07/15/2028 (Anticipated)

ITHS
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CTMS Subject Data

Demographics * Interfaced from Epic for applicable studies

N

e Lost to follow up /

* Completed protocol Status Identifiers * Sequence Number
* Side effects Reasons * Medical Record Number(s)
* Etc.. * Additional Customizable
Identifiers
* Consented Subject Specific:

* Eligible Subject Subject

* Clinical Research Coordinator

* Withdrawn
* On Study Status Staft * Treating Physician
. Off Study / * Data Manager
* Etc.... * Accruing Physician

Study Arm
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OnCore Subject Console

* Subject Console
Protocol No.: RG1121345
Primary Subject ID: 2799332

Protocol Status: OPEN TO ACCRUAL

?
Subject Status:

Subject Name: TEST, TEST ZZTEST Sequence No.:

Switch Subject

[Type here to search [l

Summary

Demographics

Consent

Eligibility

On Study

Treatment

Follow-Up

SAEs

Calendar »

Additional Visits

Payments

Subject Demographics

Primary Subjeg 2799337

Last Name | ZZTEST
Birth Date | 11/06/1982
Gender | F
Race | White

Subject
Comments

Additional Subject Identifiers

|dentifier Type

Harborview Medical Center
UW Medical Center

UW Neighborhood Clinics

Contact Information

Name Primary Address
TEST, TEST ZZTEST MIA
Emergency Contacts

Name Primary Address City

First Name | TEST, TEST

History

Middle Mame Suffix

Expired Date Last Date Known Alive

Ethnicity | Non-Hispanic
|dentifier Identifier Owmer
H7765725
U3749654
N1169589
City State ZIP County | Country | Phone No. Email Address
(206)555-§787
SEATTLE Washington 98117 King | USA | (206)555-2323
(alt)
State ZIP County Country Phone No. Email Address



CTMS Financial and Coverage Analysis Data- Coming September 2021!

’ Sponsor invoicing and receipt tracking to
SAEs (for Tracking facilitate good fiscal management
invoicing) Receipts

Eligible
Consented on
Study

Tracking

Sponsor d
Invoicing NEHEEE Coverage Analysis/Billing Grid: Interfaced to

— Epic to facilitate compliant research billing

Payment Pre-Award Coverage
Milestones Budgeting Analysis
Charge Master: Pricing for each procedure at
Subject Visit Tracking every hospital/clinic (cost center)

Forims
(eCRFs)

Subject
Information

Calendar: Protocol Schedule of events for each
subject including projected visit dates

Calendars

Protocols (including ePRMS for SRC reviews)

*Modules in gray are performed outside of OnCore
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How is OnCore data used?

Examples of how OnCore data is used:

* Protocol and accrual data is used for reporting requirements for the National
Cancer Institute (NCI) Cancer Center Support Grant (CCSG)

* Subject study registration and status is sent to Epic for automatic subject
association to support research billing review

* Protocol data supports study start-up
processes & ongoing monitoring
(e.g., SRC Review, low accrual
monitoring)

* Dates from processes and tasks are used
to visualize study startup metrics




Who has access to OnCore?

Institutional Offices:

 UW Clinical Trials Office/Clinical Research
Budget & Billing (CRBB)

Epic Research Billing Teams (UW and SCCA)
FH Clinical Research Support (CRS)
Cancer Consortium Scientific Review
Committee (SRC)

SCCA Clinical Research Business Office
(CRBO)

Hospital Staff:

* Pharmacists

* Clinic Staff

e Ancillary Staff

Individuals/Study Teams:

* Principal Investigators

e Research Managers

» Study/Research Coordinators

* Data Managers

* Biostatisticians

* SRC Reviewers

* Regulatory Coordinators/Managers
* Directors and VP’s

e Research Scientists

* Project Managers
e Research Nurses



Collaboration within the study team
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Poll

How big is your study team?

I’'m a team of one (Pl fills all roles)
We are a team of 2-3 members (Pl plus 1-2 study staff)

We a larger team of a 4+ members (Pl plus 3 or more study staff)

o O W P

| use the ITHS coordinators to help my study team



Extensive data in one location paves the way for collaboration

T
* Scientific Review Approved ' ' Y
+ IRB Approved e Title
* Open to Accrual \ .|
* Closed to Accrual Protoco <
Y Status o
\\ .V
« Federal (NIH, AHRQ, CDC, etc.) \\
+ Industry (Phizer, BMS, etc.) |
¢ Non-profit/Foundation (AHA, ‘ . ‘
Red Cross, etc.) Demogra phiCS + Interfaced from Epic for applicable studies
po
* Lost to follow up /

+ IRB Reviev ° Complete-d protocol Status Identifiers « Sequence Number
« IND/IDE Ini * Side EH::tS Reasons * Medical Record Number(s)

. Etc. B e )

» Other Committee Reviev \ ﬁj‘i‘i‘::ﬁzz Customizable
« Approved/Active Document Acce: ‘l‘
+ Consented _SAEs (for Traclfing >_
nCore.
* Withdrawn
Status Eligible Tracking
* On Study Sponsor
. Off Stud Consented on o Vendor
Y Invaicing
* Etc.... Study Payments
Study
Subject Payment Pre-Award Coverage
Infermation Milestenas Budgeting Analysis
Subject Visit Tracking Charge Master
“ G
Protacals (including ePRMS for SRC reviews)
*Modules in gray are performed outside of OnCore
__/
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Collaboration within a study team — Scenario 1

 Study receives IRB Initial Approval and is ready to open the protocol to accrual
* Other study members need to perform next steps
e CTMS Office performs Open to Accrual with study team go-ahead

Regulatory Budget Research Opento
Coordinator Manager Manager accrual
e Enters IRB e Sends IRB e Completes e Receives auto e Automatic
Initial Approval Review invoice required generated Notification to
in OnCore to sponsor OnCore fields report and specific study
e Automatic when item which triggers opens study staff, clinics,
notification automatically report for institutional
triggered to appearsin CMTS office to offices and
specific study finance open to Epic when
staff to trigger console accrual study is open
next steps

ITHS Institute of Translational Health Sciences
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Collaboration within a study team — Scenario 2

* PI Requests status report of all studies where she is a Pl or sub investigator
* Include subject statuses
 Number of subjects ‘On Study’
* Information about the protocols: Protocol Type, Phase, Sponsor, etc.
* Due: Tomorrow!

Subject Save Recurring
Search Search Report
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Collaboration within a study team — Scenario 3

e Each time a subject is consented the study team emails the biostatistician for
randomization and arm assignment

* Information to be included: Subject name, consent date, Pl name, Study Title
* Timing: Within 1 business day of signing consent form

Clinical Research

. Notification Biostatistician
Coordinator

e Enters Consent e Automatic e Uploads
information notification sent randomization
to Biostatistician output to subject
console
documents
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Other collaboration scenarios to consider

Protocol No.: RG1005070 Library: Oncology Pl: Adams, James
Protocol Target Accrual: 140 Accrual To Date: 5
RC Total Accrual Goal (Upper): 140
Short Title: Shruthi_reconsent test protocol
Select Protocol
RG1005070 » | | Accrual Details
Page Size Filter
Select Subject
'
v || Study Site Primary_Subject ID Last Name First Name SeqNo. Am Level  Status Status Date  Ver
Ba}rlor UanE[Slw Medlca| Center RRERRERREE FRERRERERE KRERREIRRE 1
a
_ Boston University i R R 1 1 ON TREATMENT 09/052018 2~
Protocol Calendar Boston University Rl R R CONSENTED 09/2912018 2
SCCA at Evergreen srcaceer gl o i 2 ON STUDY 120012019 2
Monitoring Visits
Srr A ot Cuararaan wnkrirarekB R FREERERERE FREXEFEERE 2 1 Mk TDEATKMEKMT 03” 8;‘2020 2
v
Financial Ever poje Last Name  First Name Middle Name Organization Start Date  Stop Date  03/1272020 2
SAES Principal Investigator Gopal Ajay UWFHSCCA Research Systems 03/31/2020 05/01/2020 2
Principal Investigator Linden Hannah UWFHSCCA Research Systems  04/01/2020 05/16/2020 2



Other collaboration scenarios to consider

* Produce subject demographic reports
Enroliment by Race

* Track the reconsent of subjects

* Track protocol staff roles, start & end dates

* Information sent to Epic- eliminate need for clinic contact
lists

* Produce IRB Activity reports
 Track IRB expirations
* Document history of protocol status

* Monitor Study Staff subject and protocols
volumes to determine appropriate staffing levels

® American Indian or
Alaska Native

m Asian
Black or African
American
Declined to Answer
®m Native Hawaiian or
Other Pacific Islander
m Unknown
m White

m White; Asian

m White; Black or African
American



Other collaboration scenarios to consider

* Produce subject demographic reports

* Track the reconsent of subjects
e Track protocol staff r

Protocol No.: RG1005070 Library: Oncology Pl: Adams, James
° I nfo m atIO n se nt tO Protocol Target Accrual: 140 Accrual To Date: §
RC Total Accrual Goal (Upper): 140
I |St S Short Title: Shruthi_reconsent test protocol
Select Protocol
* Produce IRB Activity | wuwsm
Page Size Filter:
Select Subject
[ ) Tra C k I R B eX p i rat i O n S Study Site Primary_Subject 1D Last Name First Name SeqNo.  Arm  Level  Status Status Date  Ver
Baylor University Medical Center R i FIRRRRRRAR 1
° D O C u m e n t h iS to ry O _[ _ Boston University AR FREER 1 1 ON TREATMENT 09/05/2018 2
Protocol Calendar Boston University AR HREER CONSENTED 09/29/2018 2
SCCA at Evergreen FIRARRA FREER 2 ON STUDY 12/01/2019 2
. Monitoring Visits
[ ] M O n |t0 r St u d y St a ff : SCCA at Evergreen AR FRERRRIIAR 3 1 ON TREATMENT 03/18/2020 2
Financial Events Baylor University Medical Center FrrR AR FRETIAR 4 ON STUDY 03112/2020 2
VO I umes to d eterm | Mo SCCA at Evergreen CONSENTED 0510112020 2
SCCA at Evergreen FrAR AR FRETIAR 5 CONSENTED 05116/2020 2




Other collaboration scenarios to consider

* Produce subject demographic reports
* Track the reconsent of subjects

* Track protocol staff roles, start & end dates

* Information sent to Epic- eliminate need for clinic contact

lists
w
. ‘ Role Last Mame  First Name Middle Name Organization Start Date Stop Date
* Monitor: . . | |
Principal Investigator Gopal Ajay UWFHSCCA Research Systems 03/31/2020
VOIU MES Principal Investigator Linden Hannah UWFHSCCA Research Systems  04/01/2020

* Produce IRB Activity reports
* Track IRB expirations

 Document history of protocol status



Other collaboration scenarios to consider

* Produce subject demographic reports
* Track the reconsent of subjects

* Track protocol staff roles, start & end dates

* Information sent to Epic- eliminate need for clinic contact
lists

* Produce IRB Activity reports
 Track IRB expirations
 Document history of protocol status

* Monitor Study Staff subject and protocols
volumes to determine appropriate staffing levels



How can OnCore CTMS enhance
communication with hospitals and
institutions?



Poll

How many institutions and clinics does a typical protocol involve within your
study team?

A. Single Institution, One clinic

B. Single Institution, Multiple Clinics

C. Multiple Institutions, Multiple Clinics

Institute of Translational Health Sciences
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Communication with Institutions — Scenario 1

* During study startup a worldwide pandemic disrupts financing for a new
protocol. Sponsor tells study teams to pause all startup activity pending
resolution.

e Study Team must notify institutions that study startup is on hold

Research Manager Staff Change

e Updates Study e Automated e Update e Off Hold e Following open
Status in OnCore notification is processes to notification sent to accrual the
to ‘ON HOLD’ sent to reflect hold when startup billing contact

e Status includes a institution status resumes changes. Staff
change reason offices to changes in
and comments communicate OnCore are sent

hold status to the billing
(includes offices
protocol info and automatically.

status change
reason)



Communication with Institutions — Scenario 2

o

(o]

New funding opportunity released for Required in the funding application is a
clinical research infrastructure report of institution level data on

previous trial success, enrollment
breadth, etc. of a similar population

Institute of Translational Health Sciences
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Communication with Institutions — Scenario 3

* A worldwide pandemic causes hospitals to divert resources to caring for the
pandemic patients. Clinics must reevaluate staffing and supply resources
frequently to determine capacity.

protocols

e What types of e Number of e Report can
protocols and subjects emailed to
subjects consented, put stakeholders at
statuses will on treatment, desired
influence their or on study on frequency
decision interventional
making? treatment



Takeaway

e OnCore is a centralized tool which is accessible to clinical trial staff and
administrative staff across teams and institutions.

* Information entered in OnCore can be viewed directly in OnCore or
automatically delivered via email report.

 Administrative teams have updated their processes to get data from OnCore
instead of via reach out to study teams, where possible.

* Where possible, OnCore and the CTMS Program Office act as a link between
study teams, administrative offices, and data consumers to enhance
collaboration and communication across the clinical research enterprise.



Future CTMS Expansion



T3 — Target 3 implementation (September 2021)

Scope Expansion Calendar and Financial Functions

» Currently: Cancer * Protocols calendars will be built based on

consortium research and schedule of events

FH non-oncology protocols

. * Financial information linked to calendar,
and subjects

budgeting and invoicing functions

* September 2021: UW Non * Medicare coverage analysis built in CTMS
Oncology protocols with and sent to Epic

Epic Billable procedures

will start to transition * Epic and UW Research Office will route

charges based on coverage analysis



QUESTIONS?
CTMS@fredhutch.org
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