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DATA REVIEW:
TWO IMPROVEMENT STRATEGIES

To evaluate and eliminate
manual processes in
Data Review

Long-run and high-cost, with large Short-run and lower cost, with less
resource consumption resource consumption

Integration of data review platforms,
that can reduce redundancies,
decrease project time cost and

increase quality of review outputs in

current process.
More simple and quick solutions
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Development of “machine learning”
based systems and “neural network”™
based services to automate data
check and eliminate human factor in
data review
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REVIEW WORKFLOW:
TWO MULTI-SYSTEM APPROACHES

Need to explore a Interruption of data review
discrepancy in the data and switch from Visual
or to post a query Analytics Tool to EDC system

|dentification of potential
signal

Return to the EDC system Drill down to the appropriate
later to review the query site / patient / data field
status and then post a query

Data Manager enters the
query in the EDC and
manually tracks its progress

Medical Reviewer records Passing Spreadsheet to Data

queries in a spreadsheet Manager
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REVIEW WORKFLOW:
MULTI-SYSTEM APPROACH DRAWBACKS

Multi-System Approach
Drawbacks s

During the initial review in the The need to leave one
Visual Analytics software, it is

system and enter another
not possible to tell if a similar one adds unnecessary time,
query has already been

and ultimately, expense to
raised and addressed the process

Anytime a manual process is
used, such as tracking
queries on a spreadsheet,
there’s the potential for
human error

Risk for duplicate work B, o7 e cese

effectiveness

Risk for data accuracy
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REVIEW WORKFLOW:
SINGLE-SYSTEM [1]

Use of Application Programming
Interfaces (APIs)

Users can post queries for Minor customization of the
investigators directly in the EDC integration between the two
system while they are still SIS
working in the Visual Analytics
software.

Queries are thus viewed
alongside the data in the Visual No IT involving
Analytics tool.

Can be performed retroactively
'(Q CHILTERN agd On studies that are already up

N\ and running COVA/N@

5 . ) il .
Proprietary & Confidential. © 2018 Chiltern SOLUTIONS MADE REAL®

Enter Data Classification Here



REVIEW WORKFLOW:
SINGLE-SYSTEM [2]

Easily identify where to enter the necessary information to post a query.
A pop-up window separates the data and guides the user in entering the correct information into the system.
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REVIEW WORKFLOW:
SINGLE-SYSTEM [3]

Rapidly post queries to data points in question within the EDC system, eliminating the need to manually
search for records in EDC.

Last Data Refresh

Reset Zoom
.. 252018
L\
Select a subject to see details = =
Subject Identifier atient Profile for Selected Subject S
0001 0 olor by:
T - Source ~ + ~
L PREDNISONE
1001 OXYGEN @ AE
111 NORMAL SALI ®cu
11 MOVICOL (MA Shape by
112 cm FORLAX StarStoy +
1234 DOMPERIDONE e
1995 CITALOPRAM
) » BACTRIM d Date/Time o
1999 s CEER ARl | Start Date/Time of A
2 ~ AEoRoNATe . b ot
EEE E SEPSIS : .
L FNEUMONIA -
21833 b MYALGIA
23434 B8 MAGULO-PAP
32320 2 INTERMITTEN,
32332 @ AE GASTROPARE
3343 DRY SKIN 3
3344 DECREASED. @
34232 BILATERAL EA
3432 BAGK PAIN R
B ARTHRALGIA
34423 T 01-5ep-2015 01-Dec-2015 01-Mar-2015 01-Jun-2015 01-Sep-2016 01-De 01-Mar-2017 01-Jun-2017 01-Sep-2017
4232 -
42323 U -
43323 Date/Time of Event or Finding ~
4343
45343 Marked Subject Informatic=
35353 project Environment site name Subject Ident... _ Folder OID Source Column Label _ Date_Raw PRl https:cr masol. comMedidataRave/Handlelink aspx?page=CriPage aspx&DP=1145404
LK_01
LK_02
LK_02
LK_03
LK_03
LK_05
LK_07
=0 Study Site Subject Visit Form Data Pag... Field Opened_dt Opened_By query_ida querytext Status Recipient Answered_dt
SB-45
SB122
SB35

(

CHILTERN

Online 3.4260f3426rows  Imarked T7Gcolumns  Patient Profile

7 Proprietary & Confidential. © 2018 Chiltern c o v c E@

SOLUTIONS MADE REAL®

Enter Data Classification Here



REVIEW WORKFLOW:
SINGLE-SYSTEM [4]

Review all the queries posted from Spotfire in cumulative queries listing.
To see newly posted queries we will need to refresh the data in Spotfire package.
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REVIEW WORKFLOW:
SINGLE-SYSTEM. STEP BY STEP EXAMPLE
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HIGH-LEVEL PROGRAMMING OVERVIEW

1
90 [ X J
i® ® ® Select record from visualization ® ® ® Sclect record from visualization
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Parsing and Streaming Data Marking
Post query Post query
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]
]
1

Reset Marking Reset Marking

Creating Unique Identifier for Query
with all data value cursors, query
text and user information

Transforming Query Text and subset Posting XML data by Web Request
of identifiers to XML string format through Web Client

Checking that Query was posted
successfully
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LIVE DEMO
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NEW REVIEW WORKFLOW.
CONCLUSIONS.

Reduce the manual workload
for Data Managers and
Medical Reviewers

Increase the efficiency of
their work and the quality of
the outcome

Single-system integration

between Visual Analytics and
EDC systems

Less chance of an error
being introduced, as
visualizations and queries are
presented side by side

Improve adoption rates
among Medical Reviewers
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THANK YOU
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