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AUTOMATED EXTERNAL 
DEFIBRILLATORS (AEDs) 
On March 22, of 2013,  the U.S. Food and Drug Administration issued a 
proposed order aimed at helping manufacturers improve the quality and 
reliability of automated external defibrillators (AEDs). The proposed order, 
if finalized, will require manufacturers of these lifesaving devices to submit 
pre-market approval (PMA) applications.

In addition to the clinical safety and effectiveness data, a PMA must also 
include a review of a manufacturer’s quality systems information and an 
inspection of its manufacturing facilities. After approval, manufacturers 
must submit to the FDA any significant manufacturing changes made to the 
devices as well as annual reports of the device’s performance.

AEDs are portable, electronic medical devices that automatically 
re-establish normal heart rhythms with electrical stimulation when 
they sense potentially life-threatening cardiac arrhythmias. Between 
2005 and 2012, the FDA received approximately 45,000 adverse event 
reports associated with the failure of these devices.1 Manufacturers 
have conducted dozens of recalls. The problems the FDA is seeing with 
AEDs are preventable and correctable. The most common issues involve 
the design and manufacture of the devices and inadequate control of 
components purchased from other suppliers.

Sudden cardiac arrest, one of the leading causes of death in the U.S., 
kills approximately 380,000 Americans each year.2 Sudden cardiac arrest 
is an arrhythmic disorder which causes the heart to fibrillate, or beat 
inefficiently. This differs from a heart attack, which is caused by a blocked 
artery. Only a shock from an AED within a few minutes after the sudden 
cardiac arrest can save a victim. The average response time, once 
911 has been called, is 8 to 12 minutes. For each minute that defibrillation 
is delayed, the chance of survival is reduced 10%.3

The survival rate for sudden cardiac arrest is less than 10%. A clinical study of 
13,769 out-of-hospital cardiac arrests, published by the Journal of the American 
College of Cardiology, showed that the survival rate increased to 38% when 
victims received AED treatment before EMS arrival.4 If this average was 
applied nationally, it would translate to 100,000 lives saved each year.

A dramatic example of the positive impact of AEDs can be seen in Las Vegas. 
In 1995, they began a program to introduce AEDs throughout the city. Today, 
they have over 100 properties (including non-gaming businesses) with AED 
programs. More than 9,600 people have been trained on the use of the AED 
and more than 400 patients have been treated with the device. The survival 
rate to hospital discharge among those presenting with treatable rhythms 
(ventricular fibrillation or VF) is reported to be 67%, currently the highest 
documented survival rate in community settings in the nation.5

 

HOW AEDs FUNCTION
An automated external defibrillator (AED) is 
a lightweight, portable device which makes it 
possible for more people to respond to a medical 
emergency where defibrillation is required. 
Because AEDs are portable, they can be used by 
non-medical people.

A built-in computer checks a victim’s heart 
rhythm through adhesive electrodes. The 
computer calculates whether defibrillation 
is needed. If it is, a recorded voice tells the 
rescuer to press the shock button on the AED. 
This shock momentarily stuns the heart and 
stops all activity, giving the heart the chance to 
resume beating effectively. Instructions guide 
the user through the process. AEDs advise a 
shock only for ventricular fibrillation or another 
life-threatening condition called pulseless 
ventricular tachycardia.

AEDs are safe to use by anyone who’s been 
trained to operate them. Non-medical 
personnel, such as police, fire service personnel, 
flight attendants, security guards and other lay 
rescuers who have been properly trained can use 
AEDs. Studies have shown that 90% of the time, 
AEDs are able to detect a rhythm that should 
be defibrillated. And 95% of the time they are 
able to recommend “not” shocking when the 
computer shows defibrillation is not indicated.6
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THE PLACEMENT OF AEDs
AEDs should be placed in all first-response vehicles, including 
ambulances, law enforcement vehicles and many fire engines. 
AEDs also should be placed in public areas, such as sports arenas, 
gated communities, malls, airports, office complexes, doctors’ 
offices and any other public or private place where large numbers 
of people gather or where people at high risk for heart attacks live. 
The commercial market for AEDs has expanded substantially, with 
machines that once sold for $3,000 and up now being advertised for 
under $1,000 for small office, personal use and home use.

AED LOCATION STATES REQUIRING OR SUPPORTING  
AED PLACEMENT

Schools California “urges” K-12 schools to 
implement AED programs (2005), Colorado, 
Florida, Georgia (2008), Illinois, Iowa 
(2010), Maryland, Michigan, Nevada, 
New Jersey (2012), New York, Ohio, 
Pennsylvania, South Carolina (2008), 
Virginia and Wisconsin (2010) require 
some schools to have portable defibrillators; 
actual extent varies. Tennessee “encourages” 
placement in schools (2008).

Health Clubs California, Illinois, Indiana (2007, 
2008), Massachusetts (2007), Michigan, 
New Jersey, New York, Pennsylvania 
(2012), Rhode Island and the District of 
Columbia (2008) laws now require health 
clubs to have at least one AED. Definition 
example (Michigan): “Health club” means 
an establishment that provides, as its 
primary purpose, services or facilities that 
are purported to assist patrons in physical 
exercise, in weight control, or in figure 
development, including, but not limited 
to, a fitness center, studio, salon, or club. A 
health club does not include a hotel or motel 
that provides physical fitness equipment 
or activities, an organization solely offering 
training or facilities for an individual sport, or 
a weight reduction center.

Day Care 
Centers

Wisconsin (2008 – requires day care center 
personnel to have AED proficiency)

Dental offices Illinois (2009), Wisconsin (2008 – requires 
dentists to have AED proficiency)

Places of Public 
Assembly

 New York (2006)

Swimming Pools  New York (2008)

FEDERAL AND 
STATE LEGISLATION  
REGARDING AEDs
The Aviation Medical Assistance Act was signed 
April 24, 1998 by President Clinton. It declared 
that air carriers and individuals “shall not be 
liable for damages” in attempting to obtain or 
provide assistance on airplanes. 

On November 13, 2000, President Clinton 
signed the federal “Cardiac Arrest Survival Act” 
regarding the placement of AEDs in federal 
buildings and providing civil immunity for 
authorized users. 

As of 2001, all 50 states had enacted defibrillator 
laws or adopted regulations regarding them. 
Many of those laws included one or more of the 
following provisions:

 � Establish legislative intent that an 
“automatic external defibrillator may be 
used by any person for the purpose of saving 
the life of another person in cardiac arrest.”7

 � Encourage or require training in the use of 
AED devices by potential users.

 � Require AED devices to be maintained and 
tested to manufacturer’s standards.

 � Create a registry of the location of all such 
defibrillators, or notification of a local 
emergency medical authority.

 � Allow a good Samaritan exemption from 
liability for any individual who renders 
emergency treatment with a defibrillator.

 � Authorize a state agency to establish more 
detailed requirements for training and 
registration.

In 2002, Congress incorporated the Community 
Access to Emergency Devices Act into the Public 
Health Security and Bioterrorism Response 
Act. The Act authorized $30 million in federal 
grants in year one of the five-year measure. 
The grants, to be made available to applying 
states and localities, were to be used for the 
purchase and placement of AEDs in public 
places where cardiac arrests are likely to occur. 
The bill also encouraged private companies to 
purchase AEDs and to train employees in CPR 
and emergency defibrillation.



As of January 2012, a total of 56 state bills were pending or 
recently passed that specifically relate to AEDs and cardiac 
arrest, covering a variety of subjects: training in the workplace, 
schools and medical facilities; availability of AEDs in gyms, 
places of work, schools, government buildings, community 
centers, golf courses, public areas, and medical facilities; a 
declaration of Cardiac Awareness Month; emergency action 
plans of school districts to include AEDs in their emergency 
plan equipment; immunity from civil liability for the use of 
AEDs in good faith during an emergency; and tax credits for 
the cost of purchasing AEDs.

2012-2013 Update: States with pending or newly passed 
legislation include Illinois, New Jersey, Pennsylvania 
and Virginia.

The National Conference of State Legislatures offers a 
summary of the state laws on cardiac arrest and defibrillators. 
The summary can be found by clicking here. 

The American Heart Association has an AED Resources 
webpage, click here for  more information. 

 

The webpage contains the following resources:

 � An 8-page guide on implementing an AED program

 � A 10-page update of AED legislation, by state

 � A Q&A page regarding AEDs

 � A listing of 7 AED manufacturers with their contact 
information

As the lifesaving potential of AEDs became more evident, 
states enacted or strengthened, where necessary, legislation to 
protect good Samaritans coming to the aid of a sudden cardiac 
arrest victim. The good Samaritan laws protect bystanders 
who seek to help victims using public-access AEDs. This has 
helped to dispel liability concerns and it is worth noting that 
no one trying to help a victim with an AED has ever been 
successfully sued.
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