Janus Clinical Trials Repository—Modernizing the
Review Process through Technology
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Standard AE Analyses

Integration with JumpStart

Standard Safety Analysis
Reports

Define the
Problem

- Products
~ & Studies

High-Level Process for

Meta-Analysis of Study Data
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Produce
Outputs

Study Browser
(Select Studies)

Enhanced SDTM Views

Service for Regulatory Review
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Standard Reports using
JReview

SAS
JMP
R

Additional Views to Support

Regulatory Review & Meta- -
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Analysis ==

Ability to Select, Pool, Filter, or

Subset Study Data, and/or
Perform Complex Queries

Query
Builder

(Pool, Filter, Analysis Views)

Meta-Analysis

(Templates, Graphical Reports)

Reviewer Analysis

Tools
(JReview, JMP, R, SAS)

CTR Reports

(Analysis Panels, FIRRS, MAED)

JReview
CTR Tools
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Top 5 Most Common Adverse Events
Multi-Study for Actos
Number of Patient with Events (Freq) (% of BY Variable Planned Treatment Counts (Intent to Treat Pop.)
0 50 100 150 200 250 300 350 400 450 500 550 600 650 700 750
5 51 (19%) ?
§ Hypoglycaemia : : ]
;E 737 (26%)
Kaplan-Meier Curve for Bladder Cancer
-
1.0%;
""" Placebo (Arm 1)
0.9% — Pioglitazone (Arm 2)
0.8%
< 0.7%
=
1T
< 0.6%
E
R 0.5%
©
()
© 0.4%-
£
S 03%] —
0.2%-
0.1%
0.0% 1 ot
400 600 800
Days to Bladder Cancer Event

Outputs in a Variety of Analytical Formats

Tools that Automate the Meta-Analysis Workflow



