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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
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Excel Trackers
• Excel spreadsheets with 

statuses where Clinical Data 
Management and Medical 
Reviewers update as they 
perform review

• Manual Entered Flags (SAE 
Reconciliation, Coding, etc)

• No audit trail in Excel
• Multiple Study Trackers

Country Site Subject ID
DM Opened 

Queries DM Answered Missing Pages SDV Outstanding
CRA Outstanding 

Pages
SAE Recon Issues 

(Yes/No)
PD Recon Issues 

(Yes/No)
External Safety Lab 

Issue (Yes/No) Comments

US 10000 1000000001 No No No No No Yes No Yes

US 10000 1000000002 No No No No No No No No

US 10000 1000000007 No No No No No Yes No No
SAE Reconciliation 
outstanding

US 10001 1000100001 Yes No No No No No No No

US 10001 1000100002 No No No No No No No No

US 10009 1000900001 Yes No No No No No No No

US 10009 1000900001 No No No No No No No No

US 10028 1002800001 No No No No No No No No

US 10029 1002900001 Yes No Yes Yes No Yes No Yes SDV Required

US 10029 1002900002 No No No No No No No No

US 10029 1002900003 Yes Yes Yes No No Yes No No

US 10029 1002900004 Yes No No No No Yes No Yes
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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 
in-motion

Proprietary & Confidential. © 2014 Chiltern5



Enter Data Classification Here

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

• Outliers are easily 
identified

• Dynamic Data 
Investigation

• Review and Tracking in 
one location

Labs – All 
Subjects 

over Time
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Data Review Status

Lab 
Review

• 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

• Data is categorized based 
on requirements

• Unreviewed and Changed 
data is identified for future 
review

Unreviewed/
Changed

Data
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Data Reconciliation (Non-CRF)

• Visual Analytics tool can also 
be used for reconciling non-
CRF data such as SAEs

• Data from safety database 
and EDC is merged within 
the tool

• Data Management and 
Medical Reviewers can 
review data and input 
comments
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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
● 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 

interactive, users not only can 
consume the information but they 
also capture their decisions

• Automate manual processes as 
much as possible
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