The Challenge to Improve Patient Safety:

FDA Logs Over 350,000 Reports of Adverse Events Annually

“To ErrisHuman,” acknowledged
thetitle of an Inditute of Medicine
report in November 1999. Itsmes-
sage, however, wasan urgent cal on
our nation to minimize the exorbitant
toll of medicd errorsby building a
safer hedth-care system.

The consequences of misused or
unsafemedica products are shock-
ing: According to recent sudies, ad-
verse events associated with drugs
arethe sngleleading contributor to
preventable patient injury, and may
cot thelives of up to 100,000
Americans, account for morethan 3
million hospital admissons andin-
crease the nation’s hospitaization
bill by up to $17 billion eech year.
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Drug-linked injuries outsde the hos-
pitd are edimated to inflatethe an-
nud hedth-care bill by an additiona
$76.6 billion.

The FDA, which eech year re-
celves hundreds of thousands of re-
ports about adverse events associated
with the productsit regulates, makes
magor effortsto reduce thisenor-
moustoll. Hereare some of the ac-
tionsthe agency istaking toimprove
the management of medical risks
* Enhancing the collection and
analyssof adverseevent reports
involving drugs, vaccines, medica
devices and food products. Serious
problems prompt corrective mea:
aures, including warnings and derts
for consumers, physiciansand pa-
tients; limitationson the products
use and, if neces-
say, cdl for ther
withdrawd from
the market.

* Implementing a
new regulaion re-
quiring al manu-
facturersof blood
and blood compo-
nentsto report to
the FDA any event
asciaed with the
tegting, processng,
pecking, labeling,
dorage, or holding
for digribution of a
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Adverse Events Reporting
Goes Global

The FDA's analysts frequently
consult with their counterparts
abroad about drugs that cause serious
side effects. This exchange of
information will soon become global.
As part of the FDA-pioneered
internationa harmonization of drug
standards, regulators and the
pharmaceutical industriesin the
United States, European Union and
Japan have created a specia medical
dictionary for adverse event report-
ing, and are developing electronic
standards for secure transmission of
all regulatory information.

component in which the ssfety, pu-
rity, or potency of adistributed prod-
uct may be affected.

* Propodng to reorganize and darify
the scientificinformation indrug
labeling to makeit more easly ac-
cessible by physcans, and thereby
help prevent errorsin prescribing.

» Working withindugtry toreduce
medication errorscaused by look-
dike or sound-dike product names
and confusing packaging configura:
tions.

 Expanding outreach to hedth-
care providers and the public on saefe
use of products

For moreinformation, pleasecdll
301-827-3219 or vist the FDA Web
gte a wwwifda.gov/medwatch.
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