The AEDDR is a non-legislative national policy body
and voluntary accreditation scheme for the proper
deployment of AEDs in workplaces and public spaces

Counting the cost of AED failures:
1150 dead in 15 years, says US study

AEDs vital, but must be properly deployed

e Sudden cardiac arrest kills between 23,000 and 33,000 Australians each year, more than breast cancer, shootings
and road crashes combined." Australian and US research proves timely use of an Automated External Defibrillator
(AED) could have saved a significant number of these lives. ?

« Exactly how many lives might have been saved depends on the AEDs being readily available and in working order
when they are needed. Unfortunately, there have been fatalities from malfunctioning or poorly deployed devices: US
research has linked 1150 deaths to AED failures over 15 years. ?

* The effective maintenance, positioning and routine testing of AEDs are vital to ensuring any device is ready to use
in an emergency. Further, according to most manufacturers’ instructions, defibrillators must be checked daily for
operability. Yet, there is evidence from US and Australian research that they are not, and that some may not be
accessed for years. Clearly, if defibrillators are not checked daily, there is a risk that they will not deliver the life-giving
shock for which they are designed.

* According to US research, more than 21 per cent of nearly 386,000 defibrillators surveyed between 1996 and 2005
were made so defective by electrical, software and other problems that they could not defibrillate a victim when
needed.* In Australia, the number of deployed AEDs is not even known, let alone their level of reliability.

» Clearly, there is cause for concern and public awareness needs to be raised. Further, legislation is needed at the
federal, and state/territory levels to regulate the deployment of reliable and accessible AEDs that are supported by
adequate training. In this respect, Australian governments could emulate US legislation under which all federal
buildings and facilities have to have AEDs;® it is important, however, that we also learn from their mistakes.

Deployment Registry and Defibrillator Guidelines will save lives

* This position paper argues the case for the Automated External Defibrillator Deployment Registry (AEDDR) as a
registering body for AEDs in Australia.

 The AEDDR is a non-legislative national policy body and voluntary accreditation scheme for the proper deployment
of AEDs in workplaces and public spaces. Announced at an official launch in Canberra on 29 November 2012, it is
a not-for-profit organisation which has been established to ensure that AEDs throughout Australia meet standards
of safety, reliability, effective capability and ease of use.® It will also ensure all AED-associated training is effective,
of a high quality standard and delivered with sufficient regularity and efficiency so users in the workplace and
elsewhere are enabled to confidently save lives.

* Funded through the sales of its guidelines and AED registrations, the AEDDR is independent of organisations and
representative bodies associated with defibrillator resellers. US experience with the American Heart Association
demonstrates that only an organisation that is commercially independent in this way can monitor a product while
satisfactorily exercising its duty of care toward consumers.’

* Chair of the AEDDR Dr Graeme Peel argues this is what makes the AEDDR the only agency fit to monitor AEDs in
Australian public spaces and workplaces:

“We support AEDs. We just need to make sure they work when they are needed.”

Recent Case Histories

While there are numerous examples of AED failures and fatalities, a few are cited as illustrative:

*  When 41-year-old Prem Sebastian had a cardiac arrest at Essendon Tennis Club during his regular weekly match in
February this year, fellow players started CPR while others searched for the defibrillator. When found, the defibrillator
battery was flat. Luckily, adjoining Aberfeldie Sports Club had a functioning unit, which they used to shock Mr
Sebastian’s heart back to normal rhythm. He survived. ®



Recent Case Histories (Cont)

But 19-year-old Stephen Buckman wasn’t so lucky. When he collapsed after a cardiac arrest durlng football training
in 2010, a defibrillator couldn’t be sourced for 22 minutes: too late to save him. Mr Buckman died. °

* The following year in the US, Ralph Polanec collapsed at a Washington gym. Unfortunately, the gym’s defibrillator
didn’t work: its batteries had been removed when they lost charge and were never replaced. Mr Polanec died. "

* Earlier, in November 2007, Anna Malofly woke in her Pennsylvania home to find her husband Eugene shaking and
unresponsive. She called 911, but saw her husband die as paramedics tried to save him after the defibrillator a
policeman brought to the scene failed. ™

What can go wrong with AEDs?

AEDs provide automated heart rhythm analysis, voice commands, and shock delivery.

* Inthe case of sudden cardiac arrest, the heart stops beating. An AED can shock the heart back to its normal rhythm,
but every minute that passes without a heartbeat reduces the patient’s chance of survival by 10 per cent. 2

* Clinical trials in the US have shown AEDs are safe and effective and may be used by individuals with as little as a
sixth-grade education. '

*  But many things can go wrong, evidenced by those 1150 deaths attributed to AED failures by US researchers. Nearly
half of the AED failures reported to the US Food and Drug Administration (FDA) occurred while attempting to deliver
a recommended shock and a significant portion of these failures were unanticipated device shutdowns. **

*  While AED failures are still relatively uncommon, the same researchers believe they are under-reported and, even
when they are, reports are often so vague it is hard to tell what went wrong.

* Maintenance neglect is the chink in the armour of defibrillation programmes. Consequently, organisations intending
to introduce AEDs should ensure they are effectively managed and checked daily for operability.

Deployment of AEDs in Australia

There are an estimated 1.5 million AEDs deployed across the US: five for each of up to 350,000 cardiac arrest
victims, "¢ who need them each year. ' The number deployed across Australia is unknown, ' as there has been no
method of registering them up until now.

* Most AEDs in the US are in public places and may spend many years on a wall gathering dust before they are
required in an emergency. Most of these AEDs will reach the end of their five to 10-year life without ever being used,
yet must remain charged and ready to operate at a moment’s notice.

+ Despite wide distribution of public AEDs in the US, Australia lags behind. Few organisations have deployed fully
monitored and enclosed AEDs in the workplace. Prominent among those that have done so are: railways, major
mining and construction groups, unions, international hotels, a major airline and a number of government workplaces.

* Outside of these organisations, the location of public access AEDs remains unknown, as does their state of readiness.
The AEDDR aims to rectify this.

Why Register Defibrillators?

The AEDDR aims to ensure Automated External Defibrillators are properly deployed and always working, which
will save lives and avoid fatalities caused by missing or faulty devices. To achieve this, the AEDDR aims to register
the location and operational status of AEDs, and to encourage the research and development of innovative ways to
disseminate this information to rescuers.

* Few public agencies in the US, including 911 dispatch centres, keep a database of AED locations or systematically
check to make sure available devices are in working order.

*  While reliable data are scant, some experts have estimated AEDs are used to help fewer than five per cent of people
collapsing from sudden cardiac arrest. "°

* A University of Pennsylvania crowd-sourcing project called MyHeartMap aimed to map the location of public access
AEDs and better monitor them. Using a smartphone app, more than 300 teams and individuals spent eight weeks
knocking on doors, photographing and recording the GPS coordinates of defibrillators wherever they found them. The
resulting map pinpointed 1400 AEDs in 500 buildings. The aim now is to make the map available to 911 despatchers
who could provide the location of the nearest AED to an emergency caller. 2

« ltis not sufficient simply to know where a device is, however. Through the work of the AEDDR, Australians will know
the location of any device via a map, that the device is there and in working order, and that consent for its use has
been obtained.

« Atrial Public Access Defibrillation (PAD) program in Australia sponsored by the Federal Department of Health and
Ageing (2005-2008), resulted in the installation of 147 defibrillators for 98 public and private organisations. These
included airports, train stations, tourist sites, schools, shopping centres, sporting stadiums and clubs. However, the
responsibility for maintenance and regular inspections was not made clear, with the potential for the same defects in
AEDs found in US studies. #



Why Register Defibrillators? (Cont)

* AEDs in the US have been subject to numerous recalls for faults. One study of advisories to the FDA between 1996
and 2005 found 21.2 per cent of units distributed during the study period had to be recalled.

* In Australia, the likelihood of a defibrillator being defective without the application of remedial action remains
problematic. The AEDDR is engaging the Therapeutic Goods Administration (TGA) to facilitate their processes in
this regard. The TGA has been helpful in developing avenues of cooperation with AEDDR, and has agreed to review
the AEDDR guidelines with a view to an ongoing dialogue and information exchange.

* The purpose of the AEDDR is to save lives, and its Committee is dedicated to having the AEDDR known and
recognised as the trustworthy standard for outstanding excellence in Australia and the world. For more information
go to www.aeddr.com
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