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Obesity Drug Year Cardiovascular
withdrawn adverse event(s)
fenfluramine/dexfen. 1997 Rulmonary

hypertension,
Heart valve damage

phenylpropanolamine 2001 Increased

(PPA) hemorrhagic strokes

ephedra 2004 Increased strokes,
heart attacks

sibutramine 2010 Increased strokes,

heart attacks
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*any drug developed for obesity
should not only be effective, but
should demonstrate safety for
long-term or chronic use in a
large, diverse population.”
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Figure 1 Kaplan—Meier llots demonstrating long-term persistence with
orlistat and sibutramine

International Journal of Obesity (2007) 31, 1567-1570
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Cumulative Number (%) of Subjects with Nonfatal
Stroke, during the Randomization Phase

Nonfatal Placebo Sibutramine Hazard
N=4898 N=4906 . 95% ClI p-value
Stroke n (%) n (%) Ratio
6 months 11 (0.2) 26 (0.5) 2.39 1.18, 4.84 0.02
12 months 18 (0.4) 38 (0.8) 2.14 1.22,3.74 0.01
24 months 43 (0.9) 71 (1.4) 1.67 1.14,2.43 0.01
36 months 64 (1.3) 98 (2.0) 1.54 1.13, 2.11 0.01
48 months 85 (1.7) 122 (2.5) 1.45 1.10, 1.91 0.01
60 months 97 (2.0) 131 (2.7) 1.36 1.05,1.77 0.02
Overall 98 (2.0) 132 (2.7) 1.36 1.05, 1.77 0.02
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# of Prescriptions
in Thousands

Outpatient Utilization

Projected Number of Outpatient Dispensed Meridia Prescriptions
(in thousands, add three zeros), 1998-2009 ElMeridia
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80.5% decrease from Y1998 (1.3 million Rx) to Y2009 (250,000 RXx)
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~ 9.6 million Rxs dispensed, 1998-2009
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Source: SDI: Vector One®: National. File: VONA 2009-2201 sibutramine Trx1998-2009.xIs







% A %7

FDA estimate of 250,000 prescriptions filled
In 2009, taken by 94,000 patients

If this ratio Is constant, during its time on
the market (through 2009):

9.6 million prescriptions were filled, taken
by 3.6 million patients



“Not only iIs SCOUT a landmark study, It
reminds us that there Is no substitute for data
from large, long-term controlled trials for making
the most accurate assessment of a drug’s risks
and benefits. This fact will weigh heavily

on the minds of FDA regulators as they, amid
calls to reduce the size and scope of obesity
drug registration trials, begin the process of
updating the agency’s Guidance for the Clinical
Evaluation of Weight-Control Drugs (52).”
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