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Sources of Different eSource Data
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I Challenges and Mitigations

Data
e Data Accessibility ::\e:jndarduanon
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Data Privacy and Regulatory
Security Compliance
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Data Accessibility

» Easy access of eSource date - Data Silos
from various clinical sources * Heterogeneity
with which the data can be + Compatibility
obtained, retrieved and '
utilized for the analysis and
decision making

Data Sharing Agreements

nge
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Dat
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Investigation of Serial Studies
to Predict Your Therapeutic
Response with Imaging And
molecular Analysis 2 (I-SPY 2
TRIAL)
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Data Standards Mappings

* CDISC - TAGU-BrCA’
* CDISC - Adverse Event (AE) and other Domains
* CTCAE? for Serious Adverse Event (SAE) data
* MedDRAZ
-

I-SPY EDC CRFs

1: Therapeutic Area Data Standards for Breast Cancer
2: Common Terminology Criteria for Adverse Events (CTCAE)
3: Medical Dictionary for Regulatory Activities
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I Data Quality and Accuracy
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 Data privacy and security of
clinical data refer to the

I Data Privacy and Security
comprehensive measures ﬁ g
implemented to protect the

confidentiality, integrity and FTSNT
sensitive patient information Cha"enges Mitigation

that are during the clinical  Data Sharing  Data Sharing Protocols
trials. * Secure Data Transfere Encryption and Access Cont
+ Patient Consent * Anonymization
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e Refers to the adherence of

Regulatory Compliance

processes, practices and
data management in clinical

trials as per the applicable Challenges Mitigation

laws, reguIaTions and Regulatory Variability <+ SOPs

guidelines as set forth by the . Data Privacy « Regulatory Training
r69U|aTOFy au’rho.ri’ries, * Diverse Data Sources <+ Encryption
ensuring the e’rh|qal COI’)dUCT « Data Consistency * Anonymization

of research, data integrity . Standard Data Models

and patient safety. Data Mapping

« Cross-Functional
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DM Challenges managing e Source data and

Mitigations

Challenge:

Unclear data chain
of custody

Establishing clear
data governance
frameworks,
including defining
data ownership
roles and creating
robust data
sharing
agreements with
clear RACI

SCDM India Single Day Event

Challenge:

Making sense of
high volume of
data

Switch from
Traditional CDM
processes to
advanced analytics
processes to review
the data in holistic
manner by use of
advanced
analytical &
Visualization
methods

Challenge:

Identification of
change in data
pattern

CDM must
implement more
sophisticated data
monitoring tools to
identify sudden
changes in data
pafterns generatfing
from such e Source
big data. e.g.,
Comprehensive
Patient profiles
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Challenge:

Identification of
Safety risk

CDM to monitor the
data flow efficiently
to rapidly identify
safety data signals &
define up-front
escalation paths and
alert levels when
managing fast paced
/high data volume.
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New skills to be acquired by DM to manage e Source data /E

Robust critical
thinking &
process
knowledge

Deep
knowledge of
data

Advanced
analytical &
technical skills

Ability to build
& test
machine-learni
ng algorithms
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Data integration. Knowing the integration points of data and end to end
data flow

Data profiling. Includes collecting descriptive statistics, discovering

metadata, assessing its accuracy, identifying distributions, performing
Br&i"'c‘:i’o%’;’lss inter table analysis. Understanding completeness, quality, and age of
collaboration data

( )
Analysis. Using technology to identify and read anomalies and

understand their impact on the total study.

\_ J
Manage risk
associated ( . . ) .. . b
with complex Entity resolution. Knowing for certain it is the same user when gathering
ta fl :
data flows data from multiple sources.
\_ J
- )

Awareness and curiosity. With a rapidly changing environment, staying

aware of the latest issues, standards, and regulatory requirements.
o J
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Case study for e Source data

Clear Roadmap of Requirements Allows Sponsor to Speed Multiple Sclerosis App Development

Challenges

Solution

The Sponsor Pharma team was challenged by the fact that the app had been initially developed
as a simple proof-of-concept that would not be used to inform any decisions and thus did not
require GCP compliance. This Proof-of-Concept app needed to move into the development stage
and thus to comply with GCP requirements. The digital health team needed a compelling case to

help the software development staff understand what requirements needed to be met and why
they were crucial fo protecting the patient and data integrity of the tool. Digital health
technologies that capture measures for endpoints have special requirements that are not
considered in a typical computer system validation, and those needed to bring this app to the
forefront.

Following CTTl's guidance, the Sponsor Pharma team brought together key stakeholders across
development, regulatory, statistics and quality functions via a workshop. To show the group in
practical terms the necessity of the required adjustments to the app, the statistics group presented
use cases of what may happen if these requirements were not implemented. For example, what

would happen if a patient's child picked up the phone momentarily? It is important to ensure that
the data integrity of the app is not compromised. Following the workshop, the entire group
collaborated to prioritize what requirements should be implemented on the very first app release
and this was approved by EU MDR (The European Medical Device Regulation) certification.
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SCDM Data flow between the eSource record (ESR) &
electronic data capture (EDC) systems
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SCDM I Summary

Patients
allows for direct data capture outside of the clinic/hospital, reducing patient
burden and enhancing their experience.

Data Managers
allows for comprehensive data reviews thereby increasing data availability and
enhance data quality, promotes real-time access for data review

Sponsors
reducing the time it takes to get medicines to patients and reducing trial costs

Monitors

allows for greater use of risk-based monitoring, as well as remote data reviews.

Spend more time with patients by eliminating paper transcription and

duplicate data entry errors.
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eSource is rapidly changing
the clinical research
landscape. Adoption of e
Source is beneficial to all
the stakeholders however,
to ultimately reap the
downstream benefits of
eSource, Sponsors and
CROs should consider
using a comprehensive
unified platform solution
that seamlessly unifies
multiple eSource data
capture sources and its
end-to-end processing.




SCDM 5e¥ Takeaways to manage e Source
ata

To engage the key stakeholders right from the clinical trial design phase

Solve interoperability constraints through effective piloting, application of standards, and leveraging
innovative technology platforms

Promoting end-to-end data integrity & secure data collection, aligned with established regulatory
expectations for data privacy, validation, & control

Upskilling of Data Managers towards Data Scientist skills for holistic review of big data with intelligent,
automated workflows

Centralized study design to enhance data utilization with a single source of truth, automate data
cleansing & reconciliation processes, offer real-time data transformation to allow for analysis on demand
& Standardize submission-ready outputs
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SCPM eSource & The World of Unknowns - Know The Basics

First

—
S

(V!

"THE SKY IS NOT THE LIMIT; IT'S JUST It’s beginning of revolution
THE BEGINNING. CHANDRAYAAN 3, | in Clinical trial |andscape
REACHING FOR THE STARS." - : ’
through e Source, so let’s
stick to our Basics, adopt to
the Changes, learn from our
Mistakes/Challenges and
explore the Unknowns!
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& A
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