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Current Situation:

* Prominent drug withdrawals and marketed drug safety issues have raised
consumer alarm

» 47 percent of consumers age 41-60 distrust pharmaceutical companies that
develop drugs*

*The media and specialty journals are frequently including articles pointing to a
crisis of confidence in the regulatory oversight of approved drugs

* Harris Interactive Inc. survey: Consumers’ Perceptions on Drug Safety, Nov. 13, 2006




PHARMACEUTICAL
SAFETY INSTITUTE

Current Situation (Continued):

» There is wide-spread belief that the pharmaceutical and healthcare industries
and the federal government have not adequately addressed the risks of
products that are already in use

» The problem of drug safety goes well beyond medication errors

» Both Federal and State legislatures are proposing laws and/or holding formal
hearings on a full-range of issues related to safety
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Patients:
» Have lost confidence in medicines

» Are worried that manufacturers are not fully disclosing what they know
about their products’ risks

» Have responded to negative media attention by becoming afraid to fill
prescriptions

» Have refused to take their medication, due to safety concerns, even with
the strong recommendations of their physicians

» Seek alternative remedies that are not rigorously tested
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Patients (Continued):
* Are increasingly influenced by direct-to-consumer advertising

* Demand products from their doctors, even when their physicians question
whether certain ones are appropriate for them

» Can become confused by direct-to-consumer advertising, which could lead to
misunderstandings about the real world use of products
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Healthcare Providers:

» Face confusion and a loss of confidence in medicines — they wait for others to
prescribe new medications

» Are bombarded with an overload of information about drug products

» Harbor distrust that manufacturers are not fully disclosing the risk of their
products

 Believe that patients approaching them with information from direct-to-consumer
advertising compound the problem

» See the an answer to the confusion and loss of confidence is more transparent
communication by drug manufacturers and regulators
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Life Sciences Sector:

* Manufacturers have tension between the commercial and the
medical/regulatory elements of their enterprises

» Tension exists between the industry and the financial communities who
base their valuation of companies on projected revenues of products

» Public concern over marketing practices leads to a more adversarial
climate among manufacturers, Regulators and Legislators

* Pressure to manage the negative commercial impact of findings can lead
to withholding information, rather than making it more immediately available to
the public
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Life Sciences Sector (Continued):

» Short-term profit demands undercut consideration of long-term asset
management

» Manufacturers not only face already escalating costs of conducting Research &
Development but are also now facing public and legal demands for more
marketed product research and risk management programs

* As in other complex industries supporting consumer needs, companies are
experiencing demands to make critical consumer information more
understandable to a diverse and global citizenry

» Recent report from the Institute of Medicine calls for restrictions on direct-
to-consumer advertising
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Regulatory:

» The federal Food and Drug Administration (FDA) has especially received
criticism from Congress, the General Accounting Office (GAO), the public, the
media and its own scientists to improve oversight of marketed drug safety

 This criticism has emphasized the lack of resources available to oversee
marketed product surveillance and assure the research commitments of the
industry are met

* A number of experts are calling for the FDA to make organizational changes as
well as improve its communications with all stakeholders in public healthcare
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Quote from the Institute of Medicine (IOM):

“Patient safety can best be achieved through the adoption of a culture of safety —
organizational commitment to continually seeking to improve safety. To achieve
high levels of safety culture senior management of health care organizations must
devote sufficient attention to safety and also make sufficient resources available
for quality improvement and safety teams.” (IOM Report, Preventing Medication
Errors, 2006)

1 p.12. I0M Report
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The Solution:

 Implement an overall Culture of Safety throughout the Life Sciences
sector

» A Culture of Safety is a broad and deep concept that includes a system-
wide commitment to safety values and practices beginning with executive
leadership

» A Culture of Safety ensures that companies focus on safety issues
throughout their organizations
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The Solution (Continued):

* Companies must embrace this fundamental paradigm shift from a
commercial focus driven by regulatory compliance and/or a public health/patient
focus to a focus on a Culture of Safety

» Development of a Culture of Safety is not a quick fix rather it involves a

commitment to changing the fundamental mindset through top-level and
industry-wide leadership commitment, organizational behavior changes,
and new education and training programs

» Safety culture = good business sense
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The 1999 IOM Report — To Err is Human

» Some half-decade before their latest Report on drug safety, the IOM issued “To
Erris Human”

» The Good News: A system-wide Culture of Safety has been put into place, with
an academic group, Learn/Safe that continually monitors the development of the

Safety Culture

* The Not-So-Good News: Some of the issues found are still not addressed and
were re-addressed in the late 2006 Report, “The Future of Drug Safety”

* A Critical Insight: The IOM Report recommended a more patient-centric
approach to the dispensing of medicines.
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An Unmet Need

“Despite the variety of voices the public hears, there is an unmet need in all these
efforts. What is lacking is an organization that serves as a space for various
stakeholders to come together to exchange ideas in order to establish Good
Safety Practices, which are objective and practical for patients, providers and
industry.” (Special Communication prepublication copy, pg. 15)

The Pharmaceutical Safety Institute was established in 2006 with
the vision to help fill this unmet need.

Click here for an Overview of the Pharmaceutical Safety
Institution.

http://www.psisafety.org/resources/resources_presentations.shtml




