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Challenges in Tracking Subject Data

* One of the many challenges facing Clinical Data
Management and Medical Reviewers is tracking data that
have been reviewed and cleaned

« Tracking subjects has been performed by copying data from
multiple sources and pasting to excel trackers where
Clinical Data Management and Medical Reviewers update
columns when review has been completed

@

2 Proprietary & Confidential. © 2016 Chiltern

Enter Data Classification Here

COVANCE

SOLUTIONS MADE REAL”



Excel Trackers

« Excel spreadsheets with « Manual Entered Flags (SAE
statuses where Clinical Data Reconciliation, Coding, etc)
Management and Medical « No audit trail in Excel

Reviewers update as they

perform review * Multiple Study Trackers

US 10000 1000000001 No No No No No Yes No Yes
us 10000 1000000002 No No No No No No No No
SAE Reconciliation
s us 10000 1000000007 No No No No No Yes No No outstanding
- N
us 10001 1000100001 Yes No No No No No No No
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Visual Analytics

 Industry has adapted to using Visual Analytics for the exploration of data
with automated data delivery from multiple data sources

« These visualizations provide for quick, high level data views with detailed
drill downs and the ability to quickly see the status of subjects in your trial
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Visualization Tools
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Data Transformation and Normalization

 Data is transformed and stored in data warehouse
« Reduce data handling within Visual Analytics

* Visual Analytics require static structure
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Data Review

* Qutliers are easily
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Data Review Status

« By connecting visualizations to metadata repository (SQL database), it provides the
functionality to add and update comments at the subject or visit level, identifying subjects

as not having additional issues.
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Data Review Progress

Mark as Reviewed [ ] Mark as UnReviewed Count{AE] per Event Reviaw

« Data is categorized based
on requirements

Comments : A

« Unreviewed and Changed | Y
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Data Reconciliation (Non-CRF)

* Visual Analytics tool can alSo = s coumin sccemomn  na
g ,—l Legends:
be used for reconciling non- [ e

Review Status Reconciled Manually V| Missing in Safety Missing in EDC

C R F d ata S u C h a S S A E S Critical Review Required E a EDC =-> SAFETY Discrepancy O Reconciled by System/manually

O Conceptual Match

« Data from safety database
and EDC is merged within connens: £
the tool
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Clean Patient Tracker

» Import Review Statuses from Reconciliation tools, data review, and other external sources
» Automated and Manual Statuses
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Users Actions Recorded

« Data entered from input
fields is stored in metadata
repository (SQL database)

* Audit trail is kept for data
entered by users

« Data can be exported if
necessary
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Future Enhancements
e APIs provide the

ability to post data
from external sources

to EDC using Web
Services

Queries can be
posted from the same
system by users

Query text can be
predefined or
manually entered by
user
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Conclusions

* Visualizations Improve Business
Processes

* By making Visual Analytics truly
iInteractive, users not only can
consume the information but they
also capture their decisions

* Automate manual processes as
much as possible
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