SCDMve

Sept. 29 — Oct. 2, 2024 | Boston, MA

SCDM 2024
Annual Conference

Festival of Opportunity



SCDMw

Sept. 29 — Oct. 2, 2024 | Boston, MA

Information is the oil of the 215t century
and analytics Is the combustion engine

— Peter Sondergaard
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Efficiency # Efficacy:

How Does Technology Help Us to
ldentify When & What to
Improve?

Jenn Showalter - Pavel
Burmenko
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Automation Enables Major Efficiencies in DM

50% shorter study build times

3_5 minutes saved per
automated query

real - purpose-built tools
working together near
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EfﬁCiency F e Were EDC forms
Efficacy built well?

—~ Are sites getting important queries
leading to better quality data?

e Are the right systems being
used for the right task?
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Operational

An alytl CS The discovery, interpretation,
as a DM and communication of meaningful

) patterns in data
Efficacy Tool

Defining Analytics:

Applying Analytics:

 What has been done and how?
« Should it be done the same way in the future?
* Choose metrics that drive change
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Know When to Look

Decide on the cadence for review of each
metric

Study startup, study élé One-time, quarterly,
conduct, study monthly, weekly, daily?
closeout
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One-time

: : 5 Build cycle time:
: Study “grade”:
An alytlcs. Can build parameters What does speed

: : tell us about
Standards communicate quality? berformance?
and Re-use

IS unnecessary data Queries per form:

being collected but Was the design
not reported? a problem?
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Recurring
Analytics: Driving
Behaviors 5
aed? Im

.. : S 10/@
Query origination & Z
Was the right tool used for the job? c% %/
Data changes = o
Was the query wasteful*? 5 2
Checks with no queries Z CS
Was it ever needed*? % c,}‘b
*Some data checks are necessary even if ‘9(//‘ ((\Q(b

they never fire or cause data changes Q Change\
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Query Efficacy Metrics

EDC System Queries Queries Leading to Data Change?
DataChange @ True @False Data Cha ®ralsc @7
e alse rue
2.0M e
M 1.7M
.g 1.5M ¥
o F
3 3
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DataChange
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Descri ptive Descriptive: Prescriptive:
VS. What What to do next?

?
P r es C r | tlve happened ' Cycle time above threshold
_ p « EDC build cycle time Re-use % below threshold
A N al ytl CS * Design re-use Post-production change

_ reason
« Post-production
change Study grade below threshold

Data change rate below
threshold

* Query cycle time

* Queries per item
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Prescriptive Analytics Review

Cycle time . _
Empower teams to: above threshold Training required?
* Act Re-use %

Review standards?

below threshold

» Be accountable
» Be less dependent Stud
y grade "
on management below threshold dd SME to next cycle?

Data change rate _ i
below threshold Retire check
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“Whole is larger than Over-emphasizing
AL LI onc metric leads to

- Aristotle gaming of the

system
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Implementing
Analytics

Vv

Emphasize
simplicity

Generate
prioritized list of
desired metrics

Decide on
format and
target
audience

Iy

a0

Start with existing
reports/dashboar
ds

Don’t overburden teams

Add metrics
over time

Collaborate with partners
before collecting your own
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Implementation Approach

Types of actions Example actions
» System enhancement * Instructional text added to form for clarity
on type of medications to enter
requests _
« Updated data review check to
* Form updates standardize for all studies
« Completion guideline updates « Updated form design to make it easier for
o data entry
* Training - Developed dashboard to monitor if

changes are having desired impact
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Key Your eﬁiciency may come at
Tak -’T-\ someone’s expense.
a eaways Measure efficacy instead.

Implement prescriptive analytics
Ry to drive change and empower
teams.

e Start with basics and evolve.
Don’t overburden teams.
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Analytics fueled Clinical Data Science
An anthology of case studies

Presented by:
Kia Ekbia

Sr. Principal Clinical Data Analyst
Data and Analytics - Strategic Capabilities

Eli Lilly and Company
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Analytics in Clinical , -

Data Management

Sciences L /

[ IEALEAATT

What’s Possible?
* Holistic clinical data review

 Risk identification
« Near real-time monitoring

* Insights-driven decision
making

« Data-driven cross-functional
collaboration

* Integration with study design
Automation

—
-
—
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Data
Analytics In Collection
Clinical Data and Flow
Sciences Analytics Quest(ijons
Plan Insi;hts
What’s needed?

Cross-
functional
alignment

User
Training

Develop
and
Validate

onferernre | SAnt 20 — Nt 2 2024 | Rnctnn MA
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Screening Analytics
Tool

* Integration with study
design

 Holistic Review

 Data-driven Cross-
functional collaboration

Case Study
Large outcomes trial

Data collection spread across
multiple systems

Fast enrollment

Complex inclusion/exclusion
criteria
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ad L.
: , . Ive Total Screened In Screening Screen Failure Randemized Established ASCVD At Risk for CV Event Not Meet Inclusion Potential IEs Confirmed |E
(eDC) (eDC)

12827 | 3464 . 8432 || 931 987 454 | 2954 | 31 3

COUNTRY Screening Status Target Populations (eDC & Lab Results)
- |
Serean Failure 22

Screening Analytics Tool —

SUBJID

@AT RISK FOR CV EVENT @ Does not meet @ESTABLISHED ASCVD

10982 (85.62%)

All e

* Prespecified medical history L
CRF design S

Lplal Results

[ Entered study at V1

[ Entered study at V601

All e

y Near real_tlme ellglblllty data g ety ”’“ oty mara T | |Rsscor
review at participant level

* Pinpoint missing and
exclusionary data

* Screening trends at Study,
Country, Site level Collection and " Ill-----

Flow p
* Reduce chance of inadvertent _ |
enroliment P Mg

* Cross-functional users
« Site Engagement : |

» Project Management G F

User Training functional

« Data Management alignment
« Medical

Missing

Total Screen Fails and Enrolled Per Country % Screen Fail by Country and Site
2

_-...HH
.

4370 TTLANE TTERE SGI0%  90.03%
I9T4% GOATH TEEEN TIEE%  S0.04%

< by Country (eDC & Lab Results!
@ Docs not meet @ESTABLSHED ASCVD

Develop and

« Monitoring Validate
» Statistics
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eCOA Data
Survelllance

 Near real-time
monitoring
« Automation

Case Study

* Primary/Secondary protocol
objectives based on eCOA data

« Missing eCOA data
« Short recall periods
 Site level compliance
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eCOA Data Survelllance

Plug and Play setup

Customizable per protocol SoA
and PROs being collected

Near real-time data flow

|dentify issues and trends early
on

Root cause analysis and
address systematically

Major improvement in
compliance

Automated communication with
Sites

B Subject FORMEID
All ~ All

o
Subject Status
v All

B 219800

" ssues

@ Daily @Weekly

Duplicate Dosing Data I 923

Overdosing if the difference between 2 dosing d...

Missing Dose Date identified between ECSTDAT 14773 3897 REGYL

Expected

18670

Missed

91.51%

% Data Entered

Permanent Issues

@ (Blank) @ Dose after EDC date @ Missing Dose

dosing dates are le:

e Drug Interruption  Total
5 s

Consecutively Missing

Site #of Issues . %GT Count of SUBJID

& 77479 [ 0.03%

£ 72086 6 0.03%

& 16737 8 0.04%

& 75155 12 0.06%

[ 29609 13 0.06%

& 82049 13 0.06%

& 85263 13 0.06%

£ 63190 21 0.10%

£ 27236 23 0.11%
Total 20765 100.00%

Potential OD VS Actual OD

. Missing Dose Date identified betwean 18553 17
——— T
0.00K  Permenant issue Duplicate Dosing Data 918
Dosing Date Is after last dose date 528

Data Collection ok

Subject AEID Term
-

10240
10259
10711
10958

9.00 Medication error overdose -patients took 12.5% more

7.00 Study treatment overdose

2,00 Medication error overdose -patients took 4.3% more

2.00 Study Treatment Medicaticn Error-Overdose (Subject prescribe

AERAVID Cobinet tank 3011 in mrrar an 40 KAV 321

and Flow

Dose Details
EID | Dose Date

29-Mar-22
\5-Apr-22
12-Apr-22
19-Apr-22
26-Apr-22
03-May-22

Questions and
Insights

Operational
Plan

87500 10001  Cor,

Missed Dose | Consecutively EDC Dose St:

2 z 2 z|2 =z

Missing

29MAR2022
29MAR2022
29MAR2022
29MAR2022
29MAR2022
29MAR2022

Missing Count Trend

12,000

Daily Missi

14,000

Thursday,
December
14, 2023

@ Daily Missing @ Weekly Missing

3605

Thursday, Wednesday, Monday,
January 18, February March 11,
2024 21, 2024 2024

Tuesday,
April 02,
2024

Weekly Missing

Cross-
functional
alignment

User Training

Develop and
Validate
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Patient Retention

Dashboard Case Study
« Large event-drive outcomes trial
 Patient retention drives
- Risk Identification statistical power
« Data-driven Cross-  High-risk population
functional N

Manual tracking

collaboration .
IP compliance
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Patient Retention Dashboard

Retention Status
Count of Patients Active on IP: 10974

« Participant status based on all s

available data sources

Death . 10
Study or . 10

COUNTRY. SITE Medium and High Risk Country/Site Ci &
Al o COUNTRY Numb tient
TR 2 U 3
SUBJID 3
Al ~ 2
i
.

Total Randomized

11549

Country/Site
Retention Risk Report|

Retention Listing

« Customized retention status
» Associated risk level

e Country and Site level risks
 |P Adherence

« Operational planning

* Cross-functional users
« Site Engagement
* Project Management
« Data Management
» Medical
» Monitoring

Data
Collection and
Flow

Operational
Plan

User Training

Develop and
Validate

10974 (35.02%)

Dtions and Permanent D/C)

IP @Off IP @Death

Questions and
Insights

11255

(07.45%)

Discontinuation

Cross-
functional
alignment

249 (87.68%)

Adherence (Includes Temporary

.orary Interruption/Permanent IP

nterruption @ Permanent Discontin...

iite IP I IP Adherence Raw I
| adharancs isting listine

S | IWRS_Patient_Status | IWRS Last | IWRS N

Visit Date | Visit Daf
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Analytics in Clinical Data
Sciences

Impact

« Enhanced data quality

» Risk-based approach

* Improved Decision Making
» Operational Efficiency

« Patient-centric approaches
* Regulatory Compliance
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