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Chat Storm

Type in technologies you use as a research coordinator
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Chat Storm

How do you feel when you are faced with
having to learn a new software system?
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Technophobia

The fear of technology, is the intense fear or dislike
of advanced technology or complex devices,
especially computers.

Technophobia is surprisingly common. Some experts
believe that we all experience at least a small
amount of nervousness when confronted with new
technology. In today's rapidly changing world, it can
be easy to feel out of touch.
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https://www.verywellmind.com/psychological-and-emotional-effects-of-phobias-2671693

@CBS MORNING




Unlocking Us

BRENE BROWN

The more we're willing to embrace the suck and try
new things, the more new things we’re willing to try.
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It's Okay to Take a Minute
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Hijack

Prefrontal
Cortex *°

Amygdala *
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Electronic Systems — Advantages

Maximize features that minimize errors

Alerts

Audit Trail
Automation
Calculation
eConsent

Field Validation

Logic

Permissions

Queries

Remote Data Capture
Reports
Scheduling/Calendars
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Clinical Trials Management System (CTMS)

CTMS provides a Centralized and Systematic way of

Accessing l Tracking

Monitoring » Reporting

clinical frial information
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Electronic Data Capture (EDC) vs CTMS

EDC (REDCap) CTMS (OnCore)
Project (study) Focused System Focused
Collecting Data (CRF) Overall Project

Management
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CTMS Capabilities

Calendars
Milestones ’ Subjects
Budgets '. Specimen
Coverage
Analysis Regulatory

Electronic
Data Capture
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Talks to other systems
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OnCore Generic Clinical Research Workflow

Research Study Setup

Administration

Calendars
Protocols * Procedures &
* Basic Protocol Evaluations
Setup * Treatment & FU
* Regulatory Schedules

* Visit Tolerances
* Foot Notes

eCRFs

* Forms Design

¢ Assign forms to
studies

* Scientific Reviews
* IRB Reviews

* Protocol activation
o DSMC Reviews

Subjects
* Pre-Screening
* Registration

* Consenting

* Eligibility

¢ Subject Status
* SAEs

* Deviations

Financials
* Coverage Analysis
¢ Study Budgets

* Negotiated Rates

* Sponsor Payment
Milestones

Visit Tracking &

Data Capture

* Automated
subject calendars

* Visit & Procedure
Tracking

* Additional Visits
& Procedures

* SOC vs. Research
¢ eCRF completion
* Query resolution

=

Study Data
Management

¢ Data Monitoring

* Data Discrepancy
Management

* Data Export

Revenue

Management

* Automated invoice
items

* |nvoice generation
* Receivables tracking

* Unplanned visits &
procedures
* Exceptions
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Clinical Trials Management System (CTMS)

SAEs
Deviations

Tracking

Receipts Paying Vendors

Sponsor Treatment Info

Invoicing

Tracking

Vendor Invoices Follow Up

Pre-Award
Budgeting

Payment
Milestones

On Study
Details

Coverage

Analysis

Consent and
Eligibility

Subject Visit
Tracking

Charge Master

Subject
Demographics

Calendars

Protocols

study details, accrual goals, committee reviews, treatment details, staff and sponsors
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Protocol No.: ONC0116 Library: Oncology P1: Investigator, Irene Sponsor: Bristol Myers Squibb
Protocol Target Accrual: 1500 Accrual To Date: 28 Protocol Status: OPEN TO ACCRUAL
RC Total Accrual Goal (Upper): 150 IRB Expiration: 02/01/2018
[ Detaits || Management | staft |[ Sponsor |[ INDIDE || CiinicalTrials.gov / CTRP |
Protocol Detatls History I
Protocol No.  ONC0116 NCT Number NCT00324805
Treatment » Liorary  Oncology Department  Oncology
Organzational Unt  Cancer Cent
Institution Twe APhaselll Trial of Ady Chen apy With or Without Bevacizumab for Patients With Completely Resected Stage 18
" (8&®8805. 4 cm) - 1IIA Non-small Cell Lung Cancer (NSCLC)
Accrual Short Twe  Chemotherapy With or Without Bevacizumab in Treating Patients With Stage 18, Stage |1, or Stage IlIA
This randomized phase Il trial studies chemot y and bevacizumab to see how well they work compared to chemotherapy alone in
Status » treating patients with stage 1B, stage |1, or stage IIIA non-small cell lung cancer that was removed by surgery. Drugs used in chemotherapy
work in different ways 1o Stop the growth of tumor cells, either by killing the cells, by stopping them from dividing, or by stopping them from
Reviews » spreading. Giving more than one drug (combination chemotherapy) may kill more tumor cells. Monocional antibodies, such as
bevacizumab, may interfere with the ability of tumor cells to grow and spread. Bevacizumab also may stop the growth of non-small cell lung
Doc And cancer by blocking the growth of new blood vessels necessary for tumor growth, It is not yet known whether chemotherapy is more effective
uheatelnto » With O without bevacizumab in treating non-small cell lung cancer,
Risk Assessment Pnase 1Nl Scope  National Age Adults Consent 3:_.3:,?: NA
e . Investgator Inbated Ther Exclude Protocol on
ENgibility Drug Accountadilty NO Protocol Yes Involves Therapy Yes Wed No
Open For Aftiates Only NO Summary Accruml 0. | Protocol Type  Treatment
Protocol Calendar Only
Cancer Control  Yes Cancer Prevention  NO Oata Table 4 Rm Interventional
Notifications .
Registration Center invoives %:(::::;z No Data Monzonng  External Aguvant NO
Conclusions = e -
chides B':f-:“;" No Companion Study? NO Mus-site Trial | Yes Investgatonal Orug  NO
Annotations -
Precision Trial  NO Pc':‘;;?;a:';: Investigational Device NO
Deviations
Accrual Informaton
New Protocol
Protocol Target Accrual 1500 RC Total Accrual Goal (Lower) 150 RC Total Accrual Goal (Upper) 150
RC Annual Accrual Goas 50 Afiate Accrual Goal 1350 Accrual Duration (Months) 36
Completon Dates
Primary Compietion Date  08/05/2017 (Anticipated)
Study Completion Date  08/05/2018 (Anticipated)
Update
Lock Protocol
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Demographic
information
entered

new subject

(no status)

Subject Tracking

Consent forms
presented and
explained

CONSENTED

Subject understands and
agrees to the details in any
consent form

CONSENT WAIVED

Subject does not need to
consent for this study

CONSENT
REFUSED

Subject declines to sign the
consent form

Eligibility
assessed by
research team

ELIGIBLE

Subject has been evaluated
and meets all criteria

ELIGIBLE (O)

Subject has been evaluated
and does not meet criteria
precisely, but Pl has granted
an exception for each
eligibility item missed

NOT ELIGIBLE

Subject has been evaluated
but does not meet all criteria

Study in
progress

ON STUDY

CRC has entered an
On Study Date

ON TREATMENT

Subject is enrolled on an Arm
and the CRC has entered an
On Treatment Date

NOTE: Entering an On Arm
Date does not change the
subject’s status

WITHDRAWN

At some point after being
presented with a consent
form, the subject changes
their mind and no longer
consents to treatment and
withdraws from the study

Study
concluded

OFF TREATMENT

CRC has entered an
Off Treatment Date

Subject will receive no
additional treatment
for this study

Subject is off all Arms

ON FOLLOW UP

CRC has entered a
Follow Up Start Date

Overrides OFF TREATMENT

OFF STUDY

CRC has entered an
Off Study Date

Overrides ON FOLLOW UP

This status is only available if
a subject has accepted or
refused at least one consent
form

and OFF TREATMENT

EXPIRED

Subject is no longer alive (may or may not be related to treatment or procedures received during the study)
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* Subject Console

Protocol No.: WUSMTRAINO1 Prosocol Status: OPEN TO ACCRUAL Subject Status: ON TREATMENT
Patient MRN: 2018001 Subject Name: Aquaman Testpatient Sequence No: 1

Tm. Sebject | Catendar || Orphaned vises |

here 1o seacch Il
Freeze Panes Summary  Man
Summary ICurrent Subject Calendar Version . Vi

nal Segments

Treatment
Forms by States "
Procease Screening T
Forms By Visit oiefs Foms 1630
— 1 ) ]
Steeening capt ceDss
;‘;”" 01012018 0w252018 05262018 O 07052018 O
st Status Occumed  Occumed  Occwmmed Occumed Parves
Vint Date 01012018 0INL018 CNDIR0W OINNS O oe2s208
. X x X x X X
X X X X X X x X X X X X X X ix
X x X X X X X x X x X x X
X x X X x x X x x x X X X
X X
-
»

Calorciar Foct Notes

o Biood chemistyy nCiuoes: Creatning, GRuCose, 10031 Srotein, DI0OT LNea Atropen [BUN]. 10t ¢arbon ckade [CO2]. altumin, 1otal DIUDIN, Akaing PhOSONIISE, 370 350a108 ransaminase [AST] and 3anine ransaminase [ALT]) 30 elecolytes (0L cakium,
T chiende, potassium, SocuM.

Compiate $6rUM CAegNAnCy 15t 3t SCeENIng Caly 1or Women of chid-beanng potental Unng preprancy 39St may be Sulsttuted
Imaging performed within 25 days of C101 and at the end of every even Cycie win 3 Gays of next dose. Imaging may be performed at other tme ponts as cincal INacated.
Cuaity of Lfe survey M3y D COMpieled over the shone.

- w e

0% Suicl Calendar Number of Visits: |4 View POF  View Excel  Export Forms

nn 1 mun
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Reporting

Why Do Sites Need a CTMS?

Research Operations Management

Financial Management

Reporting and Analytics

Enables a site to easily access data to confidently make
strategic decisions. Sites leadership can identify trends
and problem areas, and leverage actionable insights
related to accrual, study activation, and effort.

RESEARCH PROFESSIONALS NETWORK



e quality of information coming
‘ out cannot be better than the
S - quality of information that went in

4 GARBAGE

ouT
GIGO isusedinIT Q%\\
and mathematics

Garbage In, Garbage Out
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Tracking
Receipts

Sponsor
Invoicing

Payment
Milestones

Subject Visit
Tracking

\\

How does a CTMS help ME?

Paying Vendors

Tracking
Vendor Invoices

Pre-Award
Budgeting

Coverage
Analysis

Charge Master

Calendars

Protocols

study details, accrual goals, committee reviews, treatment details, staff and sponsors
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SAEs
Deviations

Treatment Info
Follow Up

On Study

Details

Consent and
Eligibility

Subject
Demographics

A

i KNIIWHI] YOU ARE

"

AND | WILL FIND YOU AND MAKE YOU
FILLIN THE SPREADSHEET, ..o e



Why is visit tracking so important?

* Financial/budgeting
« (Consistency across team/institution
* Leave, iliness, or turnover
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Square Breathing
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eRegqulatory

Integrating a clinical trial management system (CTMS) enables the regulatory
team to pull protocol details and place them into eReg.

saves trees & and time
ensures consistency between platforms
-documents filed and signed in eReg, made
available in CTMS.

centrally manage documents

centrally manage multi-site protocols

-receive documents from sponsor/coordinating
center directly in the protocol inbox, making
filing and organization easier as well
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Protocol

W Protocols > [ STUDY15438
Select Protocol v

Document Inbox

é eREG. Menu = Regulatory Templates Protocols Sign Documents

Overview
l Summary
Favorite Protocols S
* S = Protocol Number 4 Study Site 1 Organizations
* MULTIP1-KDS Multi-Site .
Staff Screening/Enrollment Log
* PROT-DOA-KDS Fitchburg Clinic
Staff Trainin i
* PROT01-KDS UMC - Wisconsin Cancer Institute g Serious Adverse Events
Protocol (SAE)/Unanticipated Problem
Documents
Delegation of Authority
Protocol Deviation Form or Memo
Other Documents
. Data and Safety Monitoring
Informed Consent Documentation
Documents

IRB Approvals and Correspondence
Case Report Forms/Source

Documents

Delegation of Authority Log



P Easy Credential sharing

Credentials % et ocmen I
Credential Type 4 Versions Document Name Effective Date Valid Until 4+ Signature Status
Curriculum Vitae 2 Madden, Katrina 9 8 2021.pdf K3 08 Sep 2021 07 Sep 2023 N/A =+ New Version % Delete
eReg Training 2 KMadden_eregtrain2.pdf & 18 Mar 2021 N/A =+ New Version % Delete
Good Clinical Practice Training 2 Madden, Katrina CITI GCP 2023 - 03 20 2026.pdf & 20 Mar 2023 20 Mar 2026 N/A =+ New Version X Delete
Human Subjects Protection Training 3 Madden, Katrina CITI G1 Biomed 2023 - 3 6 26.pdf & 06 Mar 2023 06 Mar 2026 N/A 4+ New Version ¥ Delete
Signature Sample 1 Madden, K sig.jpeg & 08 Mar 2021 N/A <+ New Version ® Delete

\



Email documents for filing

* & Protocol: STUDY11554 Actions ~

Expand All | Collapse All

Email ( 4) v 2 Refresh Inbox
Document Name 4+ Received Date 4 Sender
No subject & 20Apr2023 Katrina Madden « Reviewand File % Reject
No subject (Benitez IAM v2.0 Consent Form ...) & 20 Apr 2023 Katrina Madden + Review and File X Reject
No subject (Benitez IAM v2.0 Consent_stamp...) & 20 Apr 2023 Katrina Madden « Review and File ® Reject
No subject (IAM_UBACC_v1.1_tc_20MAR2023.do...) & 20 Apr 2023 Katrina Madden « Review and File ® Reject

Review and File Review and File

Section * Informed Consent Documentation Section * Other Documents

Requirement * IRB-approved Informed Consents Requirement * = Other study documents

New Versionof @ | New Version of &
Existing Document Existing Document

Document Name * Benitez IAM v2.0 Consent Form Co-P_starr Document Name * IAM_UBACC_v1.1_tc_20MAR2023.docx

Effective Date 16 Mar 2023 = Effective Date 16 Mar 2023 =

valid Until | valid Until |




Document sign offs

Create Credential Version

Create Credential Version
Credential Type * Curriculum Vitae

File * Change Katrina Madden CV - 4.11.2023.docx Credential Type * Curriculum Vitae

Document Name * = Katrina Madden CV - 4.11.202§.docx File » | GChange | Katrina Madden CV - 4.11.2023.pdf

Document Name * = Katrina Madden CV - 4.11.2043.pdf

Effective Date | 11 Apr2023 [

Effective Date 11 Apr 2023 E
Valid Until 10 Apr 2025 G

Valid Until | 11 Apr2025 [

Signature Requirement * Electronic Signature

Signature Requirement *J@ Electronic Signature

I (O Wet Signature I
(O None

(O Wet Signature
O None

Due Date 21 Apr2023  [4

- Notes to Signer

Notify Now @ « No



PAPERWORK/EVERYWHERE

Benefits.

21 CFR Part 11-compliant electronic signatures
*Remote signing

Electronic Delegation of Authority

*Regulatory templates

Email integration

*Storage for INDs/IRB Approvals/SOPs

*Monitor Review sessions
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Institution templates
Search for answers
Some features may not be available to you

Training required for users



Recruitment

Planning
+

Workflows
+

Tracking Enroliment
Goals

Improved
Recruitment

‘ . - :
SUCCESS

3 StarTs HERE




To begin with the end in mind means to
start with a clear understanding of your
destination. It means to know where
you're going so that you better

understand where you are now and so
that the steps you take are always in the
right direction.

\Tonhe (' ™
\\ L L‘:’tl /l‘ | “'l" L’l
/ ’ /




RedCap Recruitment

Pre-screening/Screening
Eligibility

Scheduling

eConsent

-capture details
-meet recruitment goals
-easy Consort Diagrams
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Consort Diagram

Screening (n=451)
Screening form hits (n= 138)
—{ To be screened (n=41)

Assessed for Eligibility l Excluded (n=9)
(n=413) To be screened (n= 34) [ *  Duplicate Entries/Blank
Eligible (n=273) Ineligible (n= 140)
Screened, to be rescheduled (n=37) * Con Meds (n=15)
Suspended Enrollment (n=45) * Declined to Participate (n=41) Screened (n= 95)
>55 (n=14) * Medical Condition Affecting Cognition (n=16) Factaded o
55-64 (n=20 * MRI Contraindication (n=19) — xcluded (n= 62)
65-85 :n=11; * No Cog testing Received (n=7) | To be scheduled (n=4) li + Declined/Unable to contact (n= 38)
+ Other (n=9) * Does not meet cannabis use criteria (n= 8)
Other (n=26) « Outof Aga Range (n=33) ||+ Using medication that affects cognition (n= 8)
| o *« Age(n=3) - a
oming Eligibility (n= 5 li +  Exclusionary Medical conditions (n=3)
Upc o Y ( ) + Comorbid Substance Use (n= 1)
Enroliment (n=165) + Other (n=1)
Enrolled (n=24)

Consented at
Baseline (n=165) Excluded (n=5)

= | «  AUD(n=1)
In progress (n=2) J *  No CUD/use < 4x per week (n=1)
Completed Baseline Incomplete (n=8) ¢ Other(n=3)
(n=157) * MRI Contraindications (n=2)
* MRI Incidental Findings (n=1)
* Lost to Follow-up (5) Day ) ( = 17)
Eligible for
Follow- =157 = | Excluded (n=2)
offow—up (n ) . rogres (=3 J *  Declined/Unable to contact (n=2)
Completed Follow-up Incomplete (n=18)
(n=139) * Unresponsive (n=1) Day 8 (n= 12)
* Deceased (n=4)
+ Refused (n=9) | I
* MRI contraindications (n=3) -
+ Lost to Follow-up (n=2) Completed all study procedures (n=11) | | Did not complete MRI (n=1)




Wave 1 48mo Goal
Wave 2 BL Goal
Wave 1 48mo Actual
Wave 2 BL Actual

2024

Wave 1 48mo Goal
Wave 2 BL Goal
Wave 1 48mo Actual
Wave 2 BL Actual

2025

Wave 1 72mo Goal

Wave 2 24mo Goal
Wave 1 72mo Actual
Wave 2 24mo Actual

2026

Wave 1 72mo Goal
Wave 2 24mo Goal
Wave 1 Actual
Wave 2 Actual

Project Year 1

Total

6 6 6 6 6 6 6 6 6 6 6 4 70
5 5 4 6 6 6 4 6 4 4 5 4 59
0
0
Project Year 3
Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sept| Oct | Nov | Dec | Total
5 6 5 6 5 6 6 6 6 6 6 4 67
4 4 4 4 4 4 4 4 4 4 4 4 48
0
Jan | Feb | Mar | Apr | May | Jun | Jul | Aug | Sept | Oct | Nov | Dec | Total
7 6 6 7 6 7 7 6 6 58
3 4 4 3 4 3 3 4 4 4 4 4 44
0

140
100

129
92

projected in blue
actual in green

Wave 1 48mo Goal
Wave 2 BL Goal
Wave 1 48mo Actual
Wave 2 BL Actual

Wave 1 72mo Goal
Wave 2 24mo Goal
Wave 1 72mo Actual
Wave 2 24mo Actual



Recruitment in CTMS
»CTMS

® Screening

= Eligibility

» Consent tracking

-meet recruitment goals
-easily share with monitors

-share recruitment successes with Sponsors for new trials



Texting

*E DCEIP® () twilio
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Texting
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21 CFR Part 11 Compliance

IT Level

regular systems upgrades
daily backups

secure logins

system validation

Protocol Level

standard operating procedures

protect the collection and maintenance of data

ensure the proper delegation of study specific roles and
responsibilities to members of the study team

instituting policies and procedures for the necessary training and
oversight required throughout the study’s operation
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Have a Back-up Plan

/o
What's
the

plan?
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Electronic Data Destruction

Destruction of Research Data

When researchers decide that research data should no longer be maintained, the data should be thoroughly and completely destroyed.
Effective destruction ensures that research data cannot be extracted or reconstructed. Many document storage companies now offer

onsite shredding and secure destruction of written and electronic media.

For electronic research data, the IRB advises researchers to contact either the College of Medicine Technology Services COMTS or
Enterprise Technology Services (ETS) to assist with development of an adequate data destruction plan, as simply deleting the data files is
insufficient.
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| have a hard time
asking for help.

RESEARCH PROFESSIONALS NETWORK



PROTESTING AGAINST NEW TECHNOLOGY — THE EARLY DATS

NE WO PUIDNUTMMWM SUCOUED LONIOYNI @ SPE-200Z S0/t

wrT
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Physical activity is the single most efficient
strategy for completing the stress response cycle :
and recalibrating your central nervous system

into a calm state. When peoplé say, Exercise Is
good for stress,’ thatiis for realsie real.

Emily Nagoski

Yo

6 quotefancy




Legs up the wall




“When we get to the point that we only
do things that we're already good at
doing, we stop growing.”

~Brené Brown
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Questions?
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