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OCR: Who We Are

Administrative Assistant: Karen Ely

CTMS Team: James Delmonico, Deborah Lamay, Gary Morton (Oncology)

Training Team: Meredith Perrin

Finance Team: Rebecca Dennis, Megan Wutzke, Erica Longbine and Josh
Cook (Participant Payments)

Feasibility Team: Caledonia Banker
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@ OnCore. By Advarra

OCR: What We Do

The OCR provides tools and services to help URMC faculty and staff with the
administration of clinical trials. By streamlining the processes behind clinical
research, we empower our clinical research teams to do more high-impact clinical
trials that can advance clinical discovery and offer patients and community members
more options and opportunities. We also make it easier for researchers to comply
with clinical trial rules and regulations and produce successful outcomes.

Our 4 primary areas of focus include:
* OnCore

 Feasibility

* Research Finance

 Participant Payments
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O n C O re Accruals Over Tim: "

 Phase 1 was initiated in 15,569
2018 offering URMC e
researchers the option to ‘
use OnCore to support
* Phase 2 will be o - — . - = -
implemented over the 929 =

Protocols

next 18 months to roll out
an institutional policy with
tiered requirements for
OnCore use
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@ Low [33 - 55.33] (8, 21.6%)
@ Moderate Low [55.34 - 62.78] (16, 43.2%)

I F . b . I .t
@Moderate [62.79 - 70.23] (10, 27.0%)

« Our team helps assess the feasibility of @ Moderate High [70.24 - 77.671 (2, 5.4%)
.. . @High [77.68 - 100.03] (1, 2.7%)

proposed clinical studies and develop

meaningful metrics to help guide how

URMC study teams manage clinical studies

Feasibility request submitted throught REDCap Survey

e Assist with Comp|eti0n of feas|b|||ty Go {/ No Go caclulation autnmaticalh-rDbtainedthmugh Survey responses
surveys

In-depth review of protocol combined with survey responses are applied to weighted

 Tailored feasibility and breakeven
analysis

Cohort discovery tool is used to obtain estimated study population peryear

» Cohort discovery with TriNetX and
S| icer_ Dicer (Ep|c) Weighted analysis provides valuefrom 33 - 100 with lower scores signifying lower

» As of May 2023, feasibility analysis is
performed on all studies using OCR

pre-award fiance senvices

Moderately high and high risk studies are evaluated in our break even analysis pro
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Research Finance

«  Pre-Award Services:
Medicaid/Medicare coverage,
analyze the study cost and timeline,
negotiate budgets with sponsors,
and enter budget information into
OnCore.

. Post-Award Services: Invoicing,
revenue reconciliation, review of
subject accounts, Participant
Payments, and more.

Megan Erica

Becky Dennis

Wutzke Longbine

DER NSY PED
Nephrology NEU URO
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OTO AIR ORT
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Millions
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2021

Research Finance

OCR Finance ROI

$866,325
. $406,132

| |nitial Sponsor Offer

2022
m Final OCR Budget

Delta

$543,151
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Participant Payments

Participant Payments is a safe,
secure automated system that
helps immediately pay subjects
after each clinical study visit.

Integrated with OnCore,
Participant Payments eliminates
manual and inefficient
processes, so research teams
can spend less time on
administrative tasks and focus
on patient care.

Reloadable Payment Card Checking Account
(Direct Deposit / Paper Check)

7500 DODO COOO
o0 4 0 DEBIT

P /s A
- OCR will have cards on hand - Participant enters in banking info
- Only Name and DOB required - Only Name, DOB and email required
- Leave with payment in hand . Payments received within 3 days

Managed by the CTSI Office of Clinical Research (OCR)
Email Clinical Research@URMC.Rochester.edu for information
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Participant Payments - Continued

Advarra Participant Payments Is the preferred payment method for
the University of Rochester for all participants enrolled in clinical
trials except

* Non-resident aliens (NRA) who will need to have a separate Sprintax
account set up through Accounts Payable

o P2P-Study-Participant-Payment-Reference-Guide.docx (live.com)

« Minors under the age of 18 who cannot be paid through the system directly
and instead will have payment applied to a Guardian, typically a parent;

@0
©
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https://view.officeapps.live.com/op/view.aspx?src=https%3A%2F%2Fwww.rochester.edu%2Fadminfinance%2Furprocurement%2Fwp-content%2Fuploads%2F2020%2F04%2FP2P-Study-Participant-Payment-Reference-Guide.docx&wdOrigin=BROWSELINK

B Office of Clinical Research - Clini X +

G] \fl https://www.urmc.rechester.edu/clinical-translational-science-institute/about/research-services-branch/office-of-clinical-research.aspx A

How Do You

A O C R About UR CTSI News & Events Funding Services and Support  Education and Career Get Help
CceSS About UR CTSI

Services?

Clinical & Translational Science Institute / About UR CTS| / Research Services Branch / Office of Clinical Research

Office of Clinical Research

The Office of Clinical Research (OCR) provides tools and services to help URMC faculty and staff with the administration of clinical trials. By streamlining the
processes behind clinical research, we hope to empower our clinical research teams to do maore high-impact clinical trials that can advance clinical discovery and

bl Ofﬁ Ce Of CI i n ical R esearc h offer patients and community members more options and opportunities. We also make it easier for researchers to comply with clinical trial rules and regulations to
.o produce successful outcomes.
- Clinical Research - UR
Tal I Ashlee Lang, MPH
Clinical & Translational e

SCIence InStItute - UnlverSitv 4 ashlee lang@urmc.rochester.edu
of Rochester Medical Center

The OCR has many services to assist with your clinical trial

View Services

Contact

Please email the gg Clinical Research@urmc.rochester.edu with any questions related to OCR services and support.
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https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/office-of-clinical-research.aspx
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/office-of-clinical-research.aspx
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/office-of-clinical-research.aspx
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/office-of-clinical-research.aspx
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/office-of-clinical-research.aspx

Communications

edition of the newW OCR Exchang ufomﬂ“’nm

s e letter, providing

sm'\cnmhdvﬁ*umm -

Rmatch (OCR) provides tools =

The OCR Exchange
Quarterly Email Newsletter
* News
» Updates
» Refreshers / Reminders
Coming Up Next ...

clinical trials.
muefwmpd

m oﬁce of Chnlﬂ‘

Service - Post-Award Service =

ewﬂl\w5“”"""‘“’“"L
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AA
Department and Division Introductory Survey <@ S

n | |
Thank you for taking the time to respond to our survey. The Office of Clinical Research (OCR) was developed to assist
l l I I faculty and staff with the administration of clinical trials. Our goal is to provide adequate support and assistance to our
research teams across URMC to provide success with clinical trials.

We need your help to identify departmental concerns so that we may align our support to best help you and your
team. This survey should take no more than 15 minutes to complete and your openness to provide feedback will help
us to ensure we are providing the most appropriate services and support.

Introductory Survey

Your individual responses are confidential and deidentified. Once the survey is closed, the OCR team will meet to

° Survey Sent to a” OnCOre users and a” review and discuss the responses, looking for trends and themes across departments and the institution. Following

this internal review of the data, the OCR will meet with each research department to introduce our new leader and to

Research L|a|sons NeWS (Apr” 12th —_ discuss providing further support based upon the department level survey data.

March 12t)
Please fill out the survey questicns that follow, providing as much detail as possible when applicable. We appreciate

* 115 responses your feedback!

hd NeXt StepS Thank you!

* Review data by Institution/lURMC
as a whole and by
department/division for themes and

trends 2. Does your department utilize the Clinical Trial Management System OnCore?

1. What is your Department and Division?

« Set up meetings with each 5
department/division to discuss the reset
responses and establish path
forward for full OnCore Usage

Submit
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OCR Working Groups

Start Up
\YERIVEL Start Up Manual complete and published

Working Group

Charge Master

Working Group Scheduled to begin in May 2024

Scheduled to begin in September 2024

Feasibility Next meeting scheduled July 2024

Working Group
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aspects of clinical trials.

Start Up Manual

Resources

The OCR maintains a set of resources related to key aspects of clinical trials that departments involved in clinical trials can utilize. URMC research coordinators,
administrators, and faculty can access and download tip sheets, memos, directions, and other important documentation to help them with various stages and

URMC Clinical
Research Study
Start-Up Manual

The purpose of the URMC
Clinical Research Study Start-
Up Manual is to review best
practices concerning Study
Start-Up within the University
of Rochester (UR) and is to be
used as an overall guideline
for individuals within Study
Teams to use as applicable.

Download the URMC C\lnlca\

Research Study Start- UD

Manual@ et

Shared Information

Please note you must access
these resources through Box.

Access OCR Shared
Information

Study Participants

Potential study participants
can learn more about health
research and clinical trials at
URMC.

Visit UR Health Research

Office for Human
Subject Protection

The Office for Human Subject
Protection (OHSP) supports
the administration of the
University of Rochester's
Human Research Protection
Program.

Visit OHSP

URMC Clinical Research

Study Start-Up Manual
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The purpose of this guide is to review best practices concerning Study Start-Up within the University of
Rochester (UR). This guide is not Department nor Sponsor specific and is an overall guideline for
individuals within Study Teams to use as applicable.

Please keep in mind as you are navigating the guide that some contacts may have changed. We will do
our best to keep this guide updated and as such, you can find the most recent electronic version on the

Office of Clinical Research (OCR) Website. As always, be sure to refer to your Study Team Lead for
specifics related to your study.

Please note Sponsors often utilize Contract Research Organizations (CRO) to conduct negotiations. In
this document, “Sponsor” refers to the actual Sponsor and/or any GRO acting on their behalf.

Please note “we” refers to the Office of Clinical Research.

For any questions or concerns regarding the manual, please email the Office of Clinical Research.

April 2024, V1 Office of Clinical Research (OCR): Study Start-Up Manual Page 1 of 19
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The Next 6 Months

« Update OnCore Demographic (SOGI) Mapping from eRecord
 eReg implementation

 Workday integration update

« OnCore Task Lists

 OnCore Notifications

 Charge Master Updates

«  Amendment Manual

« OnCore Training Offerings Diversification

 Departmental Meetings




Thank you!

Office of Clinical Research:
clinical_research@urmc.rochester.edu
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