
• “Doctors pour drugs of which
they know little, to cure
diseases of which they know
less, into patients of whom
they know nothing.”

                                  - Moliere
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Improving Drug Safety

•• ““A desire to takeA desire to take
medications is,medications is,
perhaps, the greatestperhaps, the greatest
feature whichfeature which
distinguishes mandistinguishes man
from other animals.from other animals.””

Sir William Osler, 1891Sir William Osler, 1891
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Improving Drug Safety

““If the whole If the whole materiamateria  medicamedica, as, as
now used, could be sunk to thenow used, could be sunk to the
bottom of the sea, it would bebottom of the sea, it would be
all the better for mankind, andall the better for mankind, and
all the worse for the fishes.all the worse for the fishes.””

Oliver Wendell HolmesOliver Wendell Holmes

Medical Essays, Medical Essays, ““Comments and CounterComments and Counter””

Currents in Medical ScienceCurrents in Medical Science



Vandenbroucke, JP. Lancet 2004; 363:1729.
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Case Reports & Case Series
Cerivastatin (Baycol), an effective and
inexpensive lipid lowering drug, was
introduced in 1997. It was removed from the
market in 2001 because of reports of fatal
cases muscle breakdown (rhabdomyolysis).
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Definition: Epidemiology

• Epidemiology is the study of the
distribution and determinants of
health and disease in populations,
and is the basic science
underlying much of public health
and preventive medicine.
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New Recommendations on Using
Antibiotics Before Dental Procedures to

Prevent Infection of Heart Valves

• Introduction

• Background: Infective Endocarditis

• Study Design

• Results

• Conclusions

• Policy Results
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Infective Endocarditis

• An intravascular infection
involving the heart valve(s) or
endocardium.  The diagnostic
criteria are imprecise, and the
diagnosis can be missed.

• High case fatality rate

• Great morbidity, high cost of
treatment
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Host Risk Factors for Endocarditis

• In the past, 80-90% of cases on
rheumatic valves

• More recently, 20-40% of cases on
rheumatic valves and 15% on
congenital defects, 2-12% on
prosthetic valves

• ?Other valvular abnormalities,
alcoholism, leukemia, meningitis, and
immune deficiency diseases
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Procedure Risk Factors for Endocarditis

• Procedures which provide
opportunities for bacteremia,
including possibly: IV lines,
surgical procedures, urethral
manipulation, abortions,
infections, burns, insect bites,
even rectal examinations and
bowel movements
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Endocarditis Prophylaxis

• In order to prevent this serious
disease, prophylactic antibiotics
have been recommended before
surgical and dental procedures

• Data underlying these
recommendations are extremely
limited, based mainly on animal
models and in vitro data
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Procedure Risk Factors for Endocarditis

• 4-14% of patients with
endocarditis have
antecedent dental
procedures - is this high or
low?
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Objectives

To determine the risk factors
associated with the development
of infective endocarditis

• Host factors (especially mitral
valve prolapse)

• Procedures (especially dental
treatment)
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Conclusions

• Infective endocarditis is an uncommon
condition, although more common than
previously thought, in large part
because of intravenous drug abuse

• Prosthetic valves are major risk factors

• Congenital and other valve abnormalities
are also important risk factors

• Mitral valve prolapse (irrespective of
regurgitation) is a risk factor at least
equivalent in magnitude to congenital
and other valve abnormalities
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Conclusions

• A small minority of cases have pre-
existing cardiac valvular disease plus
recent dental work

• Thus, even if antibiotics were 100%
effective, only a very small proportion of
cases of this uncommon condition could
be prevented by the current policy of
widespread use of prophylactic antibiotics
for dental procedures.  A maximum of 1.3
cases/100,000/year would be prevented.
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Conclusions

• 23.1% of cases had recent
dental work (last 90 days)

• But so did 23.4% of controls

• Antecedent dental work does
not seem to be a risk factor for
endocarditis
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Conclusions

• The current widespread practice
of administering prophylactic
antibiotics to those with cardiac
abnormalities undergoing dental
treatment should be
reconsidered




