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Strengths of the U.S. System

« Consumer interest: Consumers want to and do take
an active role in their healthcare

B | preferto try to treat
conditions myself rather than
having to go to a doctor

In the future | want to diagnose
and treat more ailments myself
rather than going to the doctor

I'm more likely to treat my own

health condition than | was a
year ago
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Consumer Interest Meshes with
Information Access Explosion

« WebMD has 51.9 million
visitors a month
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Switch under existing law:
Proving the Power of Access

« 15% decline in doctor visits for vaginitis in
first 4 years post-switch

. Studies showed women able to recognize
recurrence

» Lipsky (2000)
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Switch: The Power of Access

. Tens of thousands of people quit smoking
thanks to expanded access

S2 billion annual societal benefit from NRT
switch

» Shiffman (1997); Keeler (2002)
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Switch: Exceptions to the Rule

« Fluoride switches — 1960s
— Chronic use

— Underlying conditions being prevented
not amenable to self-diagnosis

« Minoxidil switches — 1996 and 1997
— Indefinite, long-term use
— Different strengths for men and women




Switch: Exceptions to the Rule

- H2s and omeprazole —Late 1990s-2003

— Overcame concerns on masking
potential

— Label comprehension studies
— Actual use trials
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Switch Challenges that Sponsors
Need to Address - Part 1

. Self-selection concerns
- Emergent signs or symptoms

- Adding value through enhanced, targeted

information




Switch: Tools and Sponsor
Innovation - Part 2

- H2s and omeprazole

— Label and actual use studies met signs or
symptoms concern

- Emergency contraceptive levonorgestrel

Distribution limitations
Pharmacist intervention

Packaging requirements
— Meets self-selection concern
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Switch: Tools and Sponsor
Innovation - Part 2

- Nicotine replacement therapy

— Wealth of non-traditional labeling,
information

— Distribution limitations
— Age verification monitoring
— Meets self-selection concern

— Demonstrates how enhanced information
can lead to better outcomes
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Switch: The Power of Access

Two-class system works well
— For consumers

— For public health
- Change in law not indicated

- Consumer choice, convenience, competition

System is flexible

— Makes room for tools, including pharmacist
intervention
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