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The RBM to RBQM Transformation

» Looking for risk everywhere

Actioni Il defect « 100% SDV
c |on|rmg a ? ecis » * Addresses risk when they occur
* Managing all risks the same

€ Defining risks early ) € Risk Assessment )
* Accepting some risk » » Risk Categorization
« Customizes monitoring plans * Defining all risk

N Past trials should inform future trials ) N Creating separate action plans for each risk )
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Quality As An Overarching Objective _ —!

7
'

/ RBQM Platform\

Q= - ©
Q

L L Y |

What data Eractices are needed to enable us to build quality into a Clinical Trial?
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Build quality into a Clinical Trial?
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Infrastructure & Practices that Enable Quality
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Infrastructure & Practices that Enable Quality .-
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subjects  @EZD KRIs Overview > Sites

Score Distribution

Sample Use Cases TR [

Site Monitor
Site Monitor
Site Monit
Site Monito
Site Monitor
Visualizations Site Monitor
Site Monitor
& Data Site Monitor

Site Monitor
Site Monitor
Hematology-Soroka Site Monitor
Rabin Medical Center Site Monitor y S i
cal Center Site Monitor
K Univ. Hospita Site Monitor
Center Site Monitor
Woltson Center Site Monitor
Netaji Subhas Chandra 8o. Site Monitor
Cancer Insttute Site Monitor

cni Site Monitor

QTL Overview

IE VIOLATION RATE ENROLLMENT RATE RATER TRAINING AE OF SPECIAL INTEREST RATE
[\ (~\ '\ 70\
| |

( Tolerance Exceeded (3 Steady A\ Approaching Limit 3 Steady () Tolerance Exceeded (3 Steady ®@InLimits (@ Steady

Country Overview » 9 SiteSummary @O OO
Risk Level Site ID Name Subjects KRIs Over Issues
\/ | Secret Stash 7~
Regal cinema Taunton
eClinical Solutions HQ
Space Needle
Legoland Florida
The Alamo
Empire State building

Apple HQ
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New Mexico State University

KRISummary @ @ 0 ©

Risk Level Name Category Sites Threshold Count Current Score

RBOM_demo Data Sources Exporter Mapper

\/ try timelin Data
Study: RBQM_demo Last Imported Date: 22 Mar 2022 16:41:29 | | y timel Data Quality 000
© Ongoing Modified Date: 15 Oct 2021 14:39:32 Data Entry Time Data Quality 000
Therapeutic Areas: Oncology
© Randomized Query rate Data Quality 000
Program:
Stratified e Manual O »
Compound: ellum-TM Rate of Manual Que Data Quality 000
© Biinded

Study Types: lic Blood Pr Data Quality OO

Description: demo study for RBQM and RACT
Phases: Phase Il

Blinding: Double Blind

Imports  Exports [ tare 0 ] 10 v items

Study Status Name Domains  Details Created By Created

RBQM_demo Complete File Import JKONN 22 Mar 2022 16:41:28
RBQM_demo Complete File Import JKONN 22 Mar 2022 16:40:31
Error RBQM study - Rave Rave Biostats Gateway The following domains have discrepancies and the import t set to not integrate on discrepancis M.DS, AZARAS 22 Feb 2022 04:54:30
Error RBOM study - Rave Rave Biostats Gateway The following domains have discrepancies and the import task is set to not integrate on discrepancies: AE,DM,DS.IE AZARAS 11 Feb 2022 09:31:25
Error RBQM study - Rave Rave Biostats Gateway The following domains have discrepancies and the import tas to not integrate p AZARAS 11 Feb 2022 09:28:00
Eror RBQM study - Rave Rave Biostats Gateway 7' The following domains have discrepancies and the import task is set to not integrate on discrepanci ' AZARAS 04 Feb 2022 09:28:01
Error RBQM study - Rave Rave Biostats Gateway The following domains have discrepancies and the import task is set to n: on discrepanci AZARAS 31Jan 2022 09:32:19
ReadyTolnt.. RBQM study - Rave Rave Biostats Gateway azaras 31 Jan 2022 08:28:39
ReadyTolnt... File Import File azaras 26 Jan 2022 13:24:41

Complete File Import File azaras 26 Jan 2022 13:18:39




Use Case: | have data from multiple vendors that will make up a-

Study: RBQM_demo Last Imported Date: 22 Mar 2022 16:41:29 Last Imported By: JKONN © Active

© Ongoing Modified Date: 15 Oct 2021 14:39:32 Modified By: JERUGGER P
Data Quality
Therapeutic Areas: Oncology
© Randomized SDTM Standard © Data Review
Program
Stratified ADaM Standard Clinical Analytics
Compound: ellum-TM i
© Blinded Define-XML Standard Operational Analytics
Study Types. )
Description: demo study for RBQM and RACT Custom Analytics
Phases: Phase ||

M
Blinding: Double Blind © RBM

Imports  Exports | Name O | 10 v items

Study Status Name Domains Details Created By Created

Complete File Import JKONN 22 Mar 2022 16:41:28
Complete File Import JKONN Mar 2022 16:40:31

RBQM study - Rave 7! Th lowing domains hav ncies and the im o g dis C M.,D /S AZARA 2 Feb 2022 04:54:30

RBQM study - Rave Gateway

RBQM study - Rave tats Gateway

RBQM study - Rave Rave Biostats Gateway

RBQM stud: Rave Bios Gateway
Ready To Int RBQM study - Rave Rave Biostats Gateway
Ready To Int File Impo File

Complete File Import File




Use Case: | want to create an easy-to-understand QTL

QTL Overview

IE VIOLATION RATE ENROLLMENT RATE RATER TRAINING AE OF SPECIAL INTEREST RATE
=\ 2\ ) i 30N

(® Tolerance Exceeded (@ Steady /\ Approaching Limit 3 Steady (® Tolerance Exceeded (3 Steady @ InLimits (3 Steady

Country Overview o 92 SiteSummary @O OO
Risk Leve Site ID Name Subjects KRIs Over Threshold
706 Secret Stash
Regal cinema Taunton
eClinical Solutions HQ

Space Needle




Use Case: | want to act on an Approaching/Exceeding KRIs/QTLs

Subjects [ 380 Y 380 KRIs Overview > Sites

Score Distribution

© Issues

© RBOM ~ . T

B Interquartile Range

& Overview Type Site Subject Reviewer Role Domain Variable Value Issue ID W Mean
Outliers

(D QTLs 0800 - Princess Margaret Hospital Read Only 1088
Site Monitor 1416
Site Monitor 1418
Site Monitor 1420
Site Monitor 1422
Site Monitor 1424
Site Monitor 1426
Site Monitor 1428
Site Monitor 1430
Site Monitor 1434
Site Monitor 1435

KRIs
@& Countries

9 Sites

L Visualizations

NN N NN B

W oW oW w W w

& Data

- Hematology-Soroka Site Monitor

AE entry time - Rabin Medical Center Site Monitor ic Blood Pressure ROR_Heart Rate

- Rabin Medical Center Site Monitor
- Stony Brook Univ. Hospital Site Monitor

DN NN

Rls
- Wolfson Medical Center Site Monitor

Easily Standards ~ Normalizing data Visualizations ~ Understanding
APIs s g the data
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System Query Rat

® ¢ ¢ o o ¢ o0 o

Queryrate . Mappings Customizing the

o s te | Quality of APIs Detailed access & Library data Configuration  Using the data
A to data

Rate of Manual Queries Data Quality Automated Effort of da‘ta Speciﬁcations Driving Actioning DemOCl'atIZIng

Imports acquisition & Library standards the data

Techniques for

Variety of Acquiring all Sy CSM

Data data types




In closing

« RBQM is essential to ensure Patient Safety and Data Integrity within a Clinical Trial
« Ask, "What infrastructure and practices are needed to enable us to build quality into a Clinical Trial?"
» Compartmentalize infrastructure and practices into three categories Acquistion, Transformation, and Utilization

( RBQM Platform
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Thank You

Jason Konn .

Product Manager, eClinical Solutions .
jkonn@eclinicalsol.com
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