Oracle Buys Relsys

Adds advanced drug safety and risk management applications
to extend Oracle’s leadership in health sciences
July 20, 2009

Oracle is currently reviewing the existing Relsys product roadmap and will
be providing guidance to customers in accordance with Oracle's standard
product communication policies. Any resulting features and timing of
release of such features as determined by Oracle's review of Relsys
product roadmap are at the sole discretion of Oracle.
All product roadmap information, whether communicated by Relsys or by
Oracle, does not represent a commitment to deliver any material, code, or
functionality, and should not be relied upon in making purchasing decision.
It is intended for information purposes only, and may not be incorporated
into any contract.
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What We Are Announcing
• Oracle buys Relsys
•
•

Adds advanced drug safety and risk management applications to extend Oracle’s
leadership in health sciences
Transaction closed July 20, 2009

• Relsys is a leading provider of drug safety and risk management solutions
•
•
•

Private company, headquartered in Irvine, California
Global employee base brings significant industry domain expertise and knowledge
Over 100 customers including the largest pharmaceutical and biotech firms

• The combination is expected to deliver the only application suite that supports
end-to-end drug safety processes
•
•
•
•

Collects, monitors and analyzes safety data across clinical, post-market surveillance
and patient care
Provides a comprehensive and integrated view across all reported adverse events,
clinical studies and medical data
Identifies risks earlier in the development cycle, resulting in reduced clinical
development costs
Enables earlier detection of pre- and post-market safety issues

• Relsys’s management and employees will join Oracle’s Health Sciences Global
Business Unit (HSGBU)
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Strategic Importance to Oracle
• The health sciences industry is increasing investment in safety strategies
•
•
•
•

The industry is seeking to provide greater transparency into drug safety
The number and complexity of clinical trials required are increasing
New sources of data have made the collection and analysis of safety data more complex
New regulations and government initiatives are increasing investment and focus on
safety and pharmacovigilance

• An integrated system is critical to support safety and risk management
from early development through market introduction, and post-market surveillance
• Data is currently managed by sponsors, contract research organizations (CROs), trial
sites, regulatory agencies, and medical institutions which use disparate systems
• Identifying safety issues earlier in the development process can significantly reduce the
costs associated with bringing drugs and devices to market

• Oracle is uniquely positioned to deliver a comprehensive software solution to
support the future vision of integrated safety and risk management
• The safety reporting and monitoring solution from Oracle and Relsys is expected to
support holistic, integrated and proactive risk management strategies
• Expected to provide better analytics and insight into safety data

• Consistent with Oracle’s strategy to deliver mission-critical applications for key
industries
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Industry Dynamics are Driving the Need for a
Comprehensive Safety Management Solution
Safety and risk
management
requires
collaboration

Therapies require a comprehensive approach
to pre- and post-market safety monitoring
across clinical trials, hospitals, diagnostic
labs, medical research centers and others

Data
management
is complex

Novel and observational safety data sources
are emerging, including insurance claims,
diagnostic tests, and prescription data

Risks need to
be identified
sooner

Late stage drug failures and post-market
adverse events pose not only health risks to
patients but a financial risk to the industry

Regulatory
.
requirements
are increasing

Global and regulatory scrutiny have led to
more frequent, geographically diverse
compliance and reporting requirements
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Overview of Relsys
Relsys is a leading
provider of safety
and risk
management
software

Innovative and
integrated products

• 21 of the top 50 global pharmaceutical companies are
Relsys customers
• Over 100 total customers and approximately 10,000
licensed users, more than any other drug safety system
• Loyal customers in more than 50 countries worldwide
• Serves pharmaceutical, biotech, contract research
organizations and medical device companies
throughout the world
• Innovative solutions for global regulatory compliance
and risk management, including the leading adverse
event reporting system
• Advanced, global web-based technology with a strong
product development platform
• Highly configurable to meet small to very large
customer requirements
• Scalable to perform under the most stringent
workloads in global deployments
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Relsys Delivers a Best-in-Class
Safety and Risk Management Solution
• Provides visibility of strategic data across
the enterprise
• Uncovers key, statistically significant
data using signal detection and other
methods to manage the risk-benefit
profiles of drugs
• Supports key decision making by
compiling and analyzing data for
executives and end-users
• Enables regulatory compliance and
improves case management processing
• Facilitates the exchange of core data
between systems
• Easily integrates with key corporate
systems
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Industry’s Only Software Suite to Support
Clinical Development through Patient Care
Health Sciences
Life Sciences and Healthcare Analytics
Life Sciences

Healthcare

Safety, Pharmacovigilance and Risk Management
Interoperability

Clinical Trial Mgmt

Data Repository

Clinical Data Mgmt

Healthcare

Electronic Data Capture

Data Acquisition and Integration

Dictionary Management

Terminology Management

Clinical Integration, Warehouse and
Reporting

Privacy and Security

Applications

Oracle CRM

• Provides a more comprehensive
view into a drug’s safety profile
• Simplifies the collection,
monitoring and analysis of
safety data
• Improves collaboration across
clinical, post-market
surveillance and patient care
• Aligns business operations
across departments
• Reduces total cost of ownership

Oracle ERP
Middleware and Collaboration
Database
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Relsys Customers Include Industry Leaders
Pharmaceutical
Companies

5 of the top 10, including the world’s largest

Biotech Firms

7 of the top 15, including 2 of the world’s
largest

Clinical Research
Organizations
Medical Device
Manufacturers
Others

4 of the top 10 CRO’s
4 of the top 10, supported with worldwide
regulatory capabilities
Industry leaders in cosmetics, generic
medicines and over the counter drugs
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“Relsys is dedicated to addressing evolving pharmacovigilance business
needs. This is good from a customer's perspective and has resulted in
significant and continuous improvements to the Argus Safety product suite.”
Dr. Jim Nickas, PharmD, - Senior Director, Drug Safety, Genentech

“Of all the commercially available products in the market, we felt that Argus
Safety from Relsys was the most comprehensive solution, and could become
an integral part of our pharmacovigilance program.”
Dr. Ralph Nies, - Head, Corporate Drug Safety, Grunenthal

“We believe it is important to be on the cutting edge of technology, and our
adoption of Argus Safety will enhance our sponsor's clinical development and
help them meet and exceed their clinical development goals.”
Dr. Allen Cato, MD, PhD - Founder & CEO, Cato Research

“I wanted the best drug safety database and would not settle for less. After
searching the industry and interviewing companies, I chose Argus Safety. I
am satisfied with my choice and look forward to a long partnership with
Relsys.”
Yvonne Johnson- Executive Director, Regulatory & Medical Affairs, Alimera Sciences
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North American Biotech Firm Meets Complex
Regulatory Requirements for Safety
Challenges:
• Needed a system to meet specific
regulatory data compliance requirements
• Severe delays in the development of a
custom adverse events database led
them to seek a COTS (commercial off the
shelf) solution

Results:
• Relsys provided a safety and risk
management solution that supported the
required flexible data workflows
• Estimated cost savings of 60 – 200%
compared to other systems
• Within two months they could begin using
the system
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Relsys to Join Oracle’s Health Sciences Global
Business Unit
Oracle Health Sciences Global Business Unit (HSGBU)
• Specialized business unit focused solely on the software and
service requirements of the health science industry
• Delivers software that supports life sciences and healthcare
• Industry-focused investment
• Leading domain knowledge
• Specialized sales and delivery organization
• Focused partner management and engagement

Ensures Continued Focus and Expertise
• Maintain solution momentum
• Employees bring over 20 years of domain knowledge and
expertise
• Ensure continuity of existing customer relationships

Leverage Oracle’s scale and resources
• World-class Oracle Support organization
• Technology leadership and standards
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The Combination Creates the Industry’s Most
Comprehensive Application Portfolio
Expected benefits include:
9 Combine leading safety application with Oracle’s
clinical trial, data and integration applications
9 Deliver end-to-end safety and risk management
process support from a single vendor
9 Provide safety, pharmacovigilance, risk management
and analytics capabilities across life sciences and
healthcare
9 Enable collaboration across functions and
organizations for better decision making
9 Reduce total cost of ownership
9 Ensure continued focused development and delivery of
safety and risk management solutions
9 All backed by world class services and support
organizations
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Next Steps
• Public announcement
• March 23, 2009

• Communications with all stakeholders
• Analyst briefings and press communications
• Ongoing communications with customers, partners, resellers and employees
throughout transition

• Complete transaction
• Transaction closed July 20, 2009

• More information can be found at
• www.oracle.com/relsys
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