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Who’s Talking

§ Yves Snoeckx 
§ Pharmacist with passion for data visualization/data analysis
§ US based Belgian citizen
§ 10+ years at Janssen (mostly Global Medical 

Safety/Pharmacovigilance) 
§ >2 years Business owner/lead for iDARTs tool for medical 

review
§ Proud father amazed at first grade homework:

– Interpreting a histogram/bar chart
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History/Background

§ Good old excel listings
§ A few separate smaller scale legacy systems
§ Large portfolio with many clinical trials
§ 2013-14: holistic initiative to further enhance clinical trials, 

including

a validated medical review tool for ongoing trials to 
1) review subject and aggregate data 
2) communicate about the findings
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SPOTFIRE Templates

• TIBCO’s Spotfire = cornerstone of our tool
• Graphs/Tables
• Filtering
• Drill down

• Created Templates:
• Master Template
• TA specific Templates (eg, onco)
• Select Disease-specific Templates

• Current setup = split build approach
• Dedicated team of SPOTFIRE analysts & testers
• Deliver template version to end-users within 2 weeks of data available
• Subsequently create study-specific visualizations as needed
• Formal change control process
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Master Template

Don’t	forget	your	basic	listings	;	
even	make	them	a	bit	more	
fancy		

Both	Tables	&	Graphs	
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Example: Lymphoma template
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Great Features: Power in Dynamic Tables & 
Graphs With Drill Down



9

Great Features: Patient Profile
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Data Source

• Large portfolio with many different data streams (vendors)
• Data source= integrated SAS datasets (SDTM format)

Pros

Integrates all	data	sources

Closer	to	your final	database	
format/analysis

Higher lever	of	standardization

Cons

Data	refresh	rate	(dependent	on	
generation of	SDTM	datasets)

End-users	think	in	CRF	pages

Not	an	ideal	format for	analysis
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Beyond SPOTFIRE: Review Status
Part of Custom Built Extensions

• Review status: How do you keep track of your review?
• Reviewers can mark records as reviewed with name & timestamp
• Next data load: system will flag records as not reviewed, modified, or 

reviewed based
• Get a summary overview of review status
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Beyond SPOTFIRE: Communication Module
Part of Custom Built Extensions

Let’s centralize communications around what we see:
• Raise Inquiries on Records (single/multiple)
• Reply/Close Inquiries
• Assign Appropriate Responders/Responder group
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Architecture Insight
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Challenges

• Recent Speed/Performance Issues (especially with large 
volume trials)

• Change Management:
• Very diverse group of end-users (technical skills/interest)

• Scope/Definition of Medical Review
• Mainly around aggregate safety & medical integrity of data
• Possible overlap with other groups looking at data (eg, reviews by 

Data Management & Analytical Risk Based Monitoring)

• Data Changes:
• Currently at record level
• Strong desire from medical reviewers to see at even more granular 

level

• More Real-time Data With New Data Model (SDTM Like)


