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Disclosures

The following speakers and planning committee
have no personal or personal financial relationships
with a commercial entity producing healthcare
goods and/or services:

Charles McMillian, Jenny Embrey, John Flemmons,
Katie Rea, Lori Elder, Kim Underwood, Maria
Davenport, Jennifer Greene
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Accreditations

In support of improving patient care, the University of Virginia School of Medicine and
School of Nursing is jointly accredited by the Accreditation Council for Continuing
Medical Education (ACCME), the Accreditation Council for Pharmacy Education (ACPE),
and the American Nurses Credentialing Center (ANCC), to provide continuing education
for the healthcare team.

The University of Virginia School of Medicine and School of Nursing designates this live
activity for a maximum of 1.0 AMA PRA Category 1 Credits.™ Physicians should claim
only the credit commensurate with the extent of their participation in the activity.

The University of Virginia School of Medicine and School of Nursing awards 1.0 contact
hours for nurses who participate in this educational activity and complete the post
activity evaluation.

The University of Virginia School of Medicine and School of Nursing awards 1.0 of
participation (consistent with the designated number of AMA PRA Category 1
Credit(s)™ or ANCC contact hours) to a participant who successfully completes this
educational activity. The University of Virginia School of Medicine and School of Nursing
maintains a record of participation for six (6) years.

Activity Code: 146407
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Disclosure of faculty financial affiliations

The University of Virginia School of Medicine and School of Nursing as a Joint Accreditation Provider adhere to the ACCME
Standards for Integrity and Independence in Accredited Continuing Education, released in December 2020, as well as
Commonwealth of Virginia statutes, University of Virginia policies and procedures, and associated federal and private
regulations and guidelines. As the accredited provider for this CE/IPCE activity, we are responsible for ensuring that healthcare
professionals have access to professional development activities that are based on best practices and scientific integrity that
ultimately supports the care of patients and the public.

All individuals involved in the development and delivery of content for an accredited CE/IPCE activity are expected to disclose
relevant financial relationships with ineligible companies occurring within the past 24 months (such as grants or research
support, employee, consultant, stock holder, member of speakers bureau, etc.). The University of Virginia School of Medicine
and School of Nursing employ appropriate mechanisms to resolve potential conflicts of interest and ensure the educational
design reflects content validity, scientific rigor and balance for participants. Questions about specific strategies can be directed
to the University of Virginia School of Medicine and School of Nursing of the University of Virginia, Charlottesville, Virginia.
The faculty, staff and planning committee engaged in the development of this CE/IPCE activity in the Joint Accreditation CE
Office of the School of Medicine and School of Nursing have no financial affiliations to disclose.

Disclosure of discussion of non-FDA approved uses for pharmaceutical products and/or medical devices

As a Joint Accreditation provider, the University of Virginia School of Medicine and School of Nursing, requires that all faculty
presenters identify and disclose any off-label or experimental uses for pharmaceutical and medical device products. It is
recommended that each clinician fully review all the available data on new products or procedures prior to clinical use.
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Objectives

* Objective #1: What are Departmental Annual Reports
(DARs) and how are they used?

* Objective #2: How can study teams check study
accrual numbers using the protocol search in
OnCore?

* Objective #3: How can study teams assure that study
accrual numbers are up to date and accurate?

* Objective #4: Why are expedited studies being added
to OnCore?



UNIVERSITY
3lE 7\/IRGINIA

What are DARs & How are they
used?

* DAR: Departmental Annual Review —includes an
accrual report from OnCore

* Also used by Dean Kibbe to report on the health of
research at the University to the Board of Visitors

* You may see information about NCT#s

e Data pulled out is only as good as the data that is
entered

e Contact us for training — available in person or via
oom
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Protocol Searches for Accrual

@ OnCore By Advarra  Menu = PC Console CRAConsole Reports My Console RPE

¥ Admin m

*  Audits / Monitoring jtessage

* You have access to the basic data

w ePRMS

entered into OnCore, through both =« mw.  ForsrEssss
existing reports as well as Protocol X - - |
and Subject Searches. vt i |

* A Protocol Search is an easy way to L

: e, T
check to see if your group’s accrual e owasson Lo |

Ilmen] 3r SIP Console

numbers look up-to-date. e

T Subject St A "
SAMSUECLS ¢ Task Lists
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Protocol Searches for Accrual

 There are dozens of fields available for defining search
criteria in OnCore.

e Defining the period of studies included (by Open to
Accrual, IRB Initial Approval, etc) is key.

e Defining the accrual period to match study status
period is necessary as well.

e Other fields can be defined (Department, Management
Group aka Cost Center, etc.)
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Protocol Searches for Accrual

Defining the period of studies included...

Saved Searches | [Type here to search £l Save As...

Protocol Status
Status | Open o accrual +  IRB Initial Approval | omDae[o7012022 | 0¥ (06/30/2023 |
Filter Type (®) contains Any (OR)  \ ) Contains Al (AND) ) Does Mot Contain
Status Change . Il PR D DDA D
| urrence

Filter Type )] Contains Any (OR) O Contains Al (AND) ) Does Mot Contain () First Oce

We’ve included Open to Accrual and IRB Initial Approval
for FY2023. Any study with either of these statuses at any
point during that time period will be included.
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Protocol Searches

You could also search for a Status Change in Protocol
Search, such as all studies that had their IRB Initial
Approval created in calendar year 2022:

Protocol Search

Saved Searches |[Type here to search = Save As...

Protocol Status

Status | sl | |~ Y. --| I

Filter Type @® Contains Any (OR) ) Contains All (AND) ) Does Mot Contain

Status Change _ IRB Initial Approval Fru:_rlllDalifet 01/01/2022 D Thji‘Eatle 12/31/2022 D

Filter Type Cc:-ntains Any (OR) '3:.-' Contains All (AND) '-:::3' Does Mot Contain ".:' First Cccurrence
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Protocol Searches for Accrual

Defining the accrual period to match study status period...

[1 Accrual AF Accrual, RC Accrual, VA Accrual, Tolal Accrual, Protocol Target Accrual, RC Total Accrual Goal (Lower), RC Total Accrual Goal (Upper), RC Annual Accrual Goal, Affiliate Accrual Goal, Accrual Duration (Months
ult Colum
| AF Accrual
O
O Total Accrual Accrual Reporting Period
O
[

’1.7.[.”1[1?1.‘."_ 070172022 |9 ™03 [og302023 |

[ < |

RC accrual = UVA accruals.

RC Total Accrual Goal (Upper) = number of planned subjects as
listed with the IRB
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Protocol Searches for Accrual

Narrowing our search criteria by Cost Center (Management Group in

[ Management CRU Participation, CRU Mo., Grant/Fund Acct Mo, Hospital Account Mo, Internal Account Mo, IRE Ne., Crganizational Unit, Managem
neore : i Sponsor Role, IND Id, IDE Id
Result Column’?
- CRU Parficipaticn
O CRU No. |

[ Grant/Fund Acct No. + |

OO0

|
|
Hospital Account Mo. | |
|
|

Internal Account No. |
O IRE No |
[l Organizational Unit -
Filter Type ® contains Any (OR) O Does Mot Contain
. CC1219 MD-DMED-SOM Clinical Research Cffice CC
Management Group

CC1219 MD-DMED-S0M Clinical Research Office GR

Filter Type: ® Contains Any (OR) ) Contains All (AND) ) Does Mot Contain

Any Result Column you check will include that field in your data output.
Due to there being both Oncology and General Research libraries, your
Cost Center might be duplicated in each.




Protocol Searches for Accrual

Once your search meets
your needs, it can be
exported either as excel
or pdf.

Protocol Search Results

Search Criteria

Status: Contains Any: Open to accrual, IRE Initial Approval

Accrual From date: 07/01/2022 Accrual Thru date: 06/30/2023

Status From Date: 07/01/2022 Status Thru Date: 06/30/2023

IManagement Group (All; Contains
Any: CC9999-Training
Management Group CC, CC8999-
Training Management Group GR

Protocol Count: 42 Back to Search Add Staff View Excel View PDF
Page Size Filter: | 9e 1 of 1
- " o=
Aadd
Additional Protocol Current Status RC RC Total Accrual Goal staff?

Profocol Mo. | Numbers Deparment Pl Name Cument Status Date Accrual (Upper) il Hone
TST230023 | TRN-1023 Medicine g“s"a- Linde.  opeN TO ACCRUAL | 02116/2022 73 4000 ]
TST220003 | No: TRN-1003 Medicine puska, LING2. . opeN TO ACCRUAL | 0512112023 8 40 O
TST220013 | TRN-1013 Medicing g“s"a- Linda,  opEN TO ACCRUAL | 06/18/2023 4 40 m]
TST220011 | TRN-1011 Medicine g“s"a-”"da- OPEN TO ACCRUAL | 02/23/2022 2 40 ]
TST230011 | TRN-2011 Medicine puska, LING2, ' opeN TO ACCRUAL | 0210472023 2 10 O
TST220001 | No; TRN-1001 Medicing g“s"a- Linda, | opEN TO ACCRUAL | 12114/2022 0 40 0
TST220002 | No: TRN-1002 iy puska, LINa. | opeN TO ACCRUAL | 0571172022 0 40 O
Duska, Linda, | IRB INITIAL . =
TST220004 | No; TRN-1004 Medicine = dalll 0211612022 0 40 O
TST220005  No; TRN-1005 Medicing g“s"a- Linda,  opEN TO ACCRUAL | 04/28/2022 0 40 ]
3 Duska, Linda, | IRB INITIAL : —
TST220006 | No: TRN-1006 Medicine = Vedelhic 0211612022 0 40 O
e Duska, Linda, | IRB INITIAL 2 =
TST220007 | No; TRN-1007 Medicine = S EROVAL 0211612022 0 40 (]
) Duska, Linda, | IRB INITIAL , =
TST220008 | TRN-1008 Medicine 5 PRROVAL 0211612022 0 40 O

.
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Protocol Searches for Accrual

Your search can be saved to
be run again in the future.

Once saved, it will show up

in your drop down for Saved
Searches.

New Saved Search

Mame | [Fiscal Year Search| | | share

S% Cancel

Protocol Search

Saved Searches

Protocol Status

Status Change

Currently Displaying | et
train studies

| Eharles study site

Fitter Type: @ Contains Any (OR)

Filter Type: ® Contains Any (OR) ()

1 Save As..

N

Status | Dpe Fiscal Year Search

() Contains &l (AND) ) Does Not Contain

Contains All (AND) () Does Not Contain
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Protocol Searches for Accrual

a Charles Mchillian
We’ve created a Tip Sheet for this, which can be 4 user ot

(@ Effort Tracking

found at our Help link in your OnCore drop T

down. 0 o

# Home Page

Additionally, we’ve put a link to this Tip Sheet
on our home page announcements. Lo

0 OnCore By Advarra  Menu = CRAConsole PC Console Reports Contacts

Please note our

Protecol Searches for Accrual tip sheet is at our Help Page now.

.
_f;—')___) _ Mew CnCore Support Zoom drop-in hours - Wednesday aftemoocns from 1 to 3 pm. If you have quesfions or need help with an OnCaore-related issue, feel free fo DROP d ro p I n ZO O l I I H e I p
— N!

P i
REMINDER: Staff accesses flow from the UVA IRB-HSR = OnCore automatically on a daily basis. In turn, staff roles are updated from OnCore = Ep Yyou need h O u rs O n We d S
access to a study in Epic, adding staff as personnel at the IRB should flow into Epic in 24 hours. °

Meed assistance? Visit the UVA OnCore Resources Help Page fro l I l 1 - 3 a S We I I '
Email OnCore Support or call 434.297 5757, option 1. °

We alzo have a student worker to help with larger data entry projects related to OnCore. Contact us for availability.

**REMINDER: PLEASE LIST A" Study Site Contact™ ON ALL OF YOUR PROTOCOLS ***
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How can study teams assure that
study accrual numbers are up to
date and accurate?

* Enrolling a subject is the first step toward accurate
accrual.

e Make sure that consents are recorded.

* Eligible/Ineligible — screen fails — do not count towards
accrual numbers.

* Withdrawn subjects do not count towards accrual.
 Keep those subject statuses on point!
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Subjec

Consent forms
presented and
explained

Demographic
information
entered

CONSENTED
Subject understands and

agrees to the details in amy
consent form

CONSENT WAIVED

Subject doas not nead tc
consent for this study

CONSENT
REFUSED

Subject has read but does not
agree to the consent form

Eligibility
assessed by
research team

ELIGIBLE

Subject has been evaluated
and meats all ariteria

ELIGIBLE (O}

Subject has been eveluated;
does not meet crite
precisely, but Pl has granted
an exception for each eligibility
question missed

NOT ELIGIBLE

Subject has been evaluated
but does not meet all criteria

SUD|2C! IS No longeT alive (May or May not be related to reatment or procedu

Study in
progress

ON STUDY
CRA has enlerad an On Study
Date

ON TREATMENT

Subject has been enrolied on
anAnn, and the CRA hgs
an O Trealtmen! Dale
gy of ray nol have
lied an On Amn Dale)

WITHDRAWN

Al sume poinl afler b
presented with a i
form, the subject changes
hisiher mird and no longer
consents to treatment and
withdraws from the study.

This status is only aveilable if
a subject has accepted or

refused =t least one consent

form.

PIRED
ved duning the st

t Status Flow

Study concluded

OFF TREATMENT

CRA has entered an Off
Treatment Date (but not a
Follow Uip Btart Date or CfF
Study Date)

Subject will receive no
additional reatment for this
study (she is off all Arms}

ON FOLLOW UP
CRA has enterad a Callow Up
Start Dete

Wil everride OFF
TREATMENT

OFF STUDY
CRA has entered an
Off Shudy Date

“*Will override ON FOLLOW
UP and OFF TREATMENT
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How can study teams assure that
study accrual numbers are up to
date and accurate?

* OnCore — Menu>Reports>Reports>Quality Assurance

'+] Subject QA - General Research - DO NOT SCHEDULE
+| Subject QA - Oncology - DO NOT SCHEDULE

Protocol Management

Subject Status Entry Report
Work Load Report

Publication Aids

Regulatory Expand All Collapse Al
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Expedited Studies

* Why are they being added to OnCore?

— To allow for better picture of clinical research being conducted at
UVA

When will they be added to OnCore?

— New studies will begin to be added with the next IRB meeting (Oct.
10)

What do study teams need to do?

— Nothing! We will be in touch when new studies are added and
when we are ready to add currently enrolling studies

What if study teams need help?

— Contact us — we have students ready to heli © -



Help Resources
= Visit the UVA OnCore Resources Help

Page:
= https://www.medicalcenter.virginia.edu/intranet/
cto/oncore-help/ 2 o
= Contact UVA OnCore Support

Learning Portal

UVA OnCore Resources 8 About

= oncoresupport@uvahealth.org
= 297-5757 (x7-5757, option 1)

= Wednesday Drop-in Hours 1-3 pm © oo

= https://virginia.zoom.us/j/953471787097?pwd=M
IhObk1ONzdoV0dTaWw0OQ3BIWENMUTO09

[ # Home Page



https://www.medicalcenter.virginia.edu/intranet/cto/oncore-help/
mailto:oncoresupport@uvahealth.org
https://virginia.zoom.us/j/95347178709?pwd=Mlh0bk1ONzdoV0dTaWw0Q3BlWENmUT09

Help Resources

The Clinical Trials Office has student workers
available to assist you if you are feeling
overwhelmed by data requirements. Let us help
you get caught up in OnCore! Reach out to
OnCore Support at
oncoresupport@uvahealth.org, or at 297-5757,
option 1, to make a request.
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OnCore

HOME SCREEN WIDGET SETTINGS
The Home Screen widgets make detais that are impartant to indivicual
users avadable to exsily sccess, i prvieges: allow.

Help Resources

2 User Profile

iR  OnCore

ONCORE TIP SHEET: IRB CHANGE REVIEW

OnCore @ UVA Resources

® Effort Tracking

& Show PHI
Wel to the UVA C
elcome to the .
UVA OnCore Resources @ About e e e e e o fopealote A e
‘o indicate sz3ff role or bookmarks. consents arached, sither @ aew versian or expiration date.
A Home Page o
+ s mendment which ha 2 new version o consent aeached, magate 1o the
Reviews apsion a the It sidebar, then the RS b, Clckshe Add buteon o add
Queued Tasks UppyEssry ¢ OnCore formion:
e rom dropdam of specfic RS raview dotes]
) oo to 188
Policy & 50Ps ONCORE TIP SHEET: SUBJECT STATUS ra
© Logout dercrd
-
NAV S > CRA CONSOLE il zomstimes communicats a2 “Appraved pending miner modifications” f 198
miitone)

= The CRA Console provides 3 high-level overview of all subjects associated with a protocal. It is casy to B cecision
tian Date of sppraval (Far ¥ willnas

select an existing subject or register a new subject from the CRA Cansole. This tip sheet will assist  user e
i updating the subject’s study status.  but entarit

jeral statuzes during the course of the protocol. The vertical
ity. On Stucy, Treatment. Follow-Up) aliow you ta record

Subjects in OnCore can progress throu
talis in the Subject Console [Conzent, E
this status information.

EDITDTD TN FH DI

When 2 subject iz initially registered to 2 sudy, the subject will not yet have 3 = - _

Gesignated study status

The subject status is set by entering in status dates in their respective fields. Status options include: =
Corsert Refused, Canzent Waived, Consented, Eligible, Not Eligible, Withdrawn, On Study, On S— 5 =
Treatment, Off Treatment, On Follow Up, OfF Study. and Expired. | mation i correct. and then Close.

While Conzented, Canzent Watved, Eligible, Eligibie [0, On Study, On Trestment, OFF Trestment and O
Follow Up are cansidered active statusas, Cansent Refused, Nat Eigible, Withdrawn, Off Stuéy and
Expired are considere finol statuses. An actve status means the subject i stll actively participating in

hange Review Pagelaf1 version dte: 21-Sep-18
‘the tril, while a final status means that the subject i na longer participating, ) = i

Generally, the i will be the one di a subject. I multiple statuses
ccur on the same date, 2 ranking sysiem is used within OnCore where the higher ranked status is

Gisplayed. The ranking is a5 follows:

Guidance Documents S

1 CONSENT WAIVED 7 OFF TREATMENT
2 CONSENTED 80N FOLLOW UP
{0) and Not Efigibla] | 8 OFFSTUDY

10 EXPIRED

Click a button below to access the UVA OnCore guidance documents.

5 ON STUDY

Expired status works 2 lttle differently than the others in that it displaysin parentheses besides the final
study status of the subject

OnCore Tip Sheet Subject Status Page 1of2 version date: 1-May-18

UVA OnCore
User Manual

y N
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A

¢ Questions???




=
o
>
'
-
©
L
—

VERSITY

= NI
f’fh{IIRGINIA



	Slide Number 1
	Disclosures
	Accreditations
	Slide Number 4
	Objectives
	What are DARs & How are they used?
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	Protocol Searches
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	Protocol Searches for Accrual
	How can study teams assure that study accrual numbers are up to date and accurate?
	Subject Status Flow
	How can study teams assure that study accrual numbers are up to date and accurate?
	Expedited Studies
	Help Resources
	Help Resources
	Help Resources
	Questions???
	Thank you! 

