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Data Symphony Project
Scope

To establish:

X A platform and governance structure

X To manage and aggregate Clinical Trial Data, Research Data, and
Real World Data

X An analytic environment

X Beyond programming skilled users to all scientists and business
users to enable data-driven insights

X New methods and tools

X To capture patients data - increase patient interaction, and the
understanding of patient needs and their disease




Data Symphony Project
Four Tracks

Mobile health

Wearable devices for trials and observational studies

Real-world data

Accessing and utilising data from routine care

R&D data insights

Data sharing and integration across R&D

Platform and analytics

Clinical data repository and visualisation tools




Spotfire

TIBCO Spotfire - Business Intelligence Analytics Software
In use in Lundbeck Research for 10+ years
Common Tool deployed in Pharma and CROs

Can handle multiple data sources
X e.g. SAS datasets, Excel, Oracle database
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Data Flow — Lundbeck
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Clinical Data Layer -1ot2
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Clinical Data Layer -zot2
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Application Development & Validation Approach

X Established a validated “Clinical Data Layer & Spotfire Platform”
X “traditional’, 1Q, OQ and PQ

X “Agile software development” like approach to Apps
X Develop “early” Prototypes

End-User Workshop 1

Rapid modifications

End-User Workshop 2

Requirements updated throughout the process

Pilot on “real data”

Flexible approach to changes

Validation of the App
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Medical Ratings Site Quality Data Review & Project Specific
Monitoring & Surveillance Monitoring Error Detection Apps
Safety Review

Benefit Risk
Assessment*

Biobank Catalog

Coding Reports :
Data Cleaning &

Query
Management**

*Awaiting Regulatory Guidance
**Currently available in RAVE Reports
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pretation

MMSR — Patient Profile Example

ECGs over time ECG CFB ECG PC3 Vitals over time Vitals CFB Vitals PCS Examinations AIMS BARS MSAS C53R CS55R Report Patient Profile (Graph) 4 3

I Patient Profile

Listing all events for a patient on the y-axis but only showing events with a date in the plot.
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MMSR — Hy’s Law Example
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MMSR — MedDRA SMQ Example
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Site Quality — AE Reporting Rate Example
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Site Quality — Value propagation Example

Mumeric Result/Finding in Standard Units
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Data Cleaning — Days between Visit and
Assessment Example

Assessments Disposition Exposure Medical History Visit Dates Order Race Field Queries

) “ Visualization Help: The purpose of this page is to check the differen
Study- » whether there have been any queries made on that potential issue.

Last Updated:
16-02-2015 22:59:59
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Omics Office — Gene Expression

I Volcano plot of differential expression
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Conclusion

X Starting to meet expectations

X
X

broaden access to data to users without programming skills

allowing them to focus their energies on analyzing the data, instead of
struggling to get to data.

X Agile Development approach

X

X
X
X

To develop apps that meet user expectations
In a timely manner
Not an approach that all are comfortable with

Expect to improve the acceptability of the approach if we can consistently
release valuable applications

X We believe exposure to a wider audience of what Programming can
enable, is benefiting the organization
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