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FDA TIGHTENS RULES FUH DEFIBHILLATUHE

REUTERS & AP

The Food and Drug Admini-
stration said Wednesday that it
Is tightening the requirements
for approval of emergency defi-
brillators after thousands of re-
ports of malfunctioning de-
vices.

Once used exclusively in
emergency rooms, the defibril-
lators, also known as AED’s,
are found in schools, office
buildings and other public
places. They use electric
shocks to jolt the heart back to

normal after cardiac arrest or o _ _
other cardiovascular problems. and effective in order to be ap- way these devices are reviewe

The FDA says it has received proved or remain on the marketwill allow us to more closely
72,000 reports of defibrillator The agency will also inspect  monitor how they are designed
problems between 2005 and their manufacturing facilities and manufactured,”said Dr.
September 2014. Since 2005, before approval. William Maisel, deputy direc-
manufacturers have issued 111 The rules take effect for new tor for science in the FDA's
recalls involving more than 2  defibrillators July 2016. Acces- center for devices and radio-
million defibrillators. sories already on the market willogical health. Most problems
Under the new rules, compa- have until January 2020 to meetinvolved the design or manu-
nies will need to provide clini- the new requirements. Compa- facture of the device, or inade-
cal data or other evidence provhies who make AEDs include quate control of components
ing the devices, including bat- Zoll Medical, Physio-Control  purchased from other
teries, adapters and electrodes@nd Royal Philips Electronics. suppliers, the FDA said.
are safe “These changes to the

Defibrillators, such asthis one made by Philips, can jolt
the heart back to normal in an emergency. a»



