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PROCEEDTINGS

(9:04 a.m.)

ACTING CHAIR LASKEY: Well, good morning. The

Circulatory Systems Devices Panel is meeting today

to discuss the pre-market notification for the
Philips Medical HeartStart Home, K040904.

Ms. Wood, if you can read the conflict of
interest statement, please.

MS. WOOD: Before I read the conflict of
interest, I'd just like to clarify something on the
agenda. There will not be a vote today since this is
a 510(k) device. The vote was inadvertently left at
the bottom of the agenda. So please disregard that.

The following announcement addresses
conflict of interest issues associated with this
meeting and is made a part of the record to preclude
even the appearance of an impropriety. To determine
if any conflict existed, the agency reviewed the
submitted agenda and all financial interests reported
by the committee participants.

The conflict of interest statutes

prohibit special government employees from
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participating in matters that could affect their or
their employer's financial interest. However, the
agency has determined that participation of certain
members and consultants the need for whose services
outweighs the potential conflict of interest involved
is in the best interest of the government.

Therefore, waivers have been granted for
Drs. Mitchell Krucoff and Joseph Ornato for their
interest in firms that could potentially be affected
by the panel's recommendations.

Dr. Krucoff's waiver involves consulting
with a competitor on an unrelated matter for which he
receives an annual fee of less than $10,001.

Dr. Ornato's wailver involves consulting
with a competitor on an unrelated matter for which he
receives an annual fee of less than $10,001.

The waivers allow these individuals to
participate fully in today's deliberations. Copies
of these waivers may be obtained from the agency's
Freedom of Information Office, Room 12A-15 of the
Parklawn Building.

We would like to note for the record that
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the agency took into consideration other matters
regarding Drs. Mitchell Krucoff, William Maisel,
Joseph Ornato, Richard Ringel and John Somberg.
These panelists reported past or current interests
involving firms at issue, but in matters that are
unrelated to today's agenda.

The agency has determined, therefore,
that these individuals may participate fully in the
panel's deliberations.

The agency also would like to note that
Dr. Warren Laskey has consented to serve as Chair for
the duration of this meeting.

In the event that the discussions involve
any other products or firms not already on the agenda
for which an FDA participant has a financial
interest. The participant should excuse him or
herself from such involvement, and the exclusion will
be noted for the record.

With respect to all other participants,
we ask in the interest of fairness that all persons
making statements or presentations disclose any

current or previous financial involvement with any
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10

firm whose products they may wish to comment upon.

ACTING CHAIR LASKEY: Thanks, Geretta.

If I can have the panel members introduce
themselves beginning with Dr. Zuckerman.

DR. ZUCKERMAN: Bram Zuckerman, Director,
FDA Division of Cardiovascular Devices.

DR. KATO: Norman Kato, cardiovascular
surgery, private practice, Encino, California.

DR. ORNATO: Joe Ornato, cardiologist and
emergency physician, Chairman of Emergency Medicine,
Virginia Commonwealth University Medical Center,
Richmond, Virginia.

DR. RINGEL: Richard Ringel, Division of
Pediatric Cardiology, the Johns Hopkins School of
Medicine.

ACTING CHAIR LASKEY: Warren Laskey,
interventional cardiologist at Uniform Services
University here in Bethesda.

MS. WOOD: Geretta Wood, Executive
Secretary.

DR. NORMAND : Sharon-Lise Normand,

Professor of Health Care Policy and Biostatistics,
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Harvard Medical School and Harvard School of Public
Health.

DR. SOMBERG : John Somberg, Rush
University, Chicago.

DR. KRUCOFF: Mitch Krucoff, cardiology,
Duke University Medical Center and Director of the
Cardiovascular Devices Unit at the Duke Clinical
Research Institute, North Carolina.

DR. MAISEL: William Maisel,
electrophysiologist at Brigham & Women's Hospital in
Boston.

MS. MOORE: Christine Moore, consumer
member.

MR. MORTON: Michael Morton. I'm the
industry representative and an employee of Sorin
Group.

ACTING CHAIR LASKEY: Geretta, 1f vyou
could please read the voting status statement.

MS. WOOD: Pursuant to the authority
granted under the Medical Devices Advisory Committee
charter, dated October 27, 1990 and as amended August

18th, 1999, I appoint the following individuals as
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voting members of the Circulatory System Devices
Panel for this meeting on July 29th, 2004:

Warren Laskey, M.D.

Norman S. Kato, M.D.

John C. Somberg, M.D.

George W. Vetrovec, M.D.

Joseph P. Ornato, M.D.

Richard E. Ringel, M.D.

For the record, these individuals are
special government employees and are consultants to
this panel wunder the Medical Devices Advisory
Committee. They have wundergone the customary
conflict of interest review and have reviewed the
material to be considered at this meeting.

This 1is signed by Daniel G. Schultz,
M.D., Director, Center for Devices and Radiological
Health, and dated July 23rd, 2004.

ACTING CHAIR LASKEY: Thanks, Geretta.

Before we proceed with the open public
session portion today, I just wanted to introduce Dr.
Oscar Tovar who will give us a short presentation on

adverse event reports on the AED.
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Dr. Tovar.

DR. TOVAR: Hi. I would 1like to
apologize because Ms. Beverly Gallauresi who worked
with me wasn't included in the agenda, but she is the

first presenter.

MS. GALLAURESI: Good morning. I'll
overlook that 1little oversight. I won't take it
personally.

Good morning. My name 1s Beverly
Gallauresi. I'm a nurse analyst in the Division of

Post Market Surveillance, Office of Surveillance and
Biometrics in the Center for Devices and Radiological
Health.

I'll present a brief overview of the
medical device reporting system and an abbreviated
summary of adverse event and product problem reports
associated with automatic external defibrillators.

The medical devices reporting, or MDR,
system 1is a nationwide passive surveillance system
which includes both mandatory and voluntary
reporting. Since 1984, manufacturers and importers

have been required to submit reports to the FDA of
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device related deaths or serious injuries, as well as
events involving device malfunction, that may cause
or contribute to a death or serious injury.

The Safe Medical Devices Act of 1990
introduced mandatory reporting or device related
deaths and serious injuries by user facilities, most
notably hospitals and nursing homes. Voluntary
medical device adverse event 1in product problem
reports are most often submitted by health care
practitioners, consumers, patients or family members
and are received through FDA's MedWatch program.

In general, approximately 95 percent of
medical device reports received by FDA are from
manufacturers, one percent from importers, and the
remainder equally split between voluntary and user
facility reports.

Under the medical device  reporting
regulation, an adverse event 1is an event whereby a
medical device has or may have caused or contributed
to a death or serious injury. This includes events
associated with device problems or failures, as well

as those events involving use error.
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The manufacturer and user device
experience, or MOD, is a database that includes all
voluntary AED adverse event reports received from
December 1993 to the present and mandatory adverse
event reports from August of 1996 to the present.

Now we'll describe the search methodology
we used to obtain the data set of automatic external
defibrillator device reports.

All medical devices approved or cleared

for marketing have a unique three-letter identified

called a product code. We searched the MOD adverse
event database by product code for AED. As I
previously  stated, the MOD database includes

voluntary AED adverse event reports from December
1993 to the present, and mandatory adverse event
reports from August 1996 to the present.

However, for this analysis we included
only mandatory manufacture reports from August 1996
through December 2003.

Medical device adverse event reports
contain information about adverse event or product

problems, including where and how the event occurred,
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who was involved, and consequences associated with

the reported event. Reports submitted by

manufacturers contain their evaluations of the

adverse event, including coded conclusions drawn from
investigations.

These numbers represent adverse event
reports associated with AEDs submitted by all
manufacturers for the eight-year period from August
1996 to December 2003. As you can see, the FDA has
received 7,644 manufacturer adverse event and produce
problem reports associated with AEDs. The number of
death reports, 590; injury, ten; and malfunction,
7,044.

These reports are reviewed in detail to
assess signals of actual or potential device related
problems.

The MDR system, while providing signals
of actual and potential device related problems, has
some limitations. TUnder reporting of adverse events
to hospitals, manufacturers, and the FDA by health
care practitioners is a well known and recognized

phenomenon. Thus, events reported to the FDA
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represent a subset of the total occurrence of events.

In addition, manufacturers are not
required to submit denominator information, such as
the number of devices manufactured, distributed, and
implanted. Thus, due to under reporting and lack of
denominator data, accurate incidence rates are unable
to be determined based on these data.

Furthermore, reports received may not be
representative and reflect a variety of reporting
biases. Thus, for example, reporting may vary by
manufacturer and by the presence or absence of
publicity. Because adverse event reports vary in
completeness and details, causality often remains
uncertain.

Dr. Tovar will now discuss in more detail
reported problems associated with AEDs based on
review of mandatory manufacturer adverse event
reports that have been submitted to the FDA.

DR. TOVAR: Thank vyou, Beverly, and
again, please accept my apologies.

I am Oscar Tovar. I am a medical officer

in the Office of Device Evaluation and in the Office
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of Surveillance and Biometrics.

This morning I am going to present a
descriptive analysis from adverse event reports on
automatic external defibrillators from 1996 to 2003.

The Dbenefits of early defibrillation in public
places have been shown in numerous studies as the PAT
trial (phonetic), the Chicago area airport, and the
Las Vegas casinos.

Along with this, there 1is a steady
increase in the deployment of automatic external
defibrillators. The estimated AED growth rate for
the United States was 8.2 percent for 2000 and 2001;
11.5 percent for 2002; and 22 percent for 2003. It
is estimated to be about 20 percent per year in the
next five years. This data was obtained from Cross
and Sullivan.

These are the AEDs shipped in the United
States for years since 1999 to 2003 and the forecast
for the next six years. The plot shows a progressive
increase in the number of AEDs shipped.

The success of early defibrillation

implies that the AED works in the first attempt and
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consistently in the following attempts, if necessary.
The AEDs, as any other device, are subject to
failure, but an AED failure to deliver a
defibrillation shock decreases significantly the
probability of survival of a patient in ventricular
defibrillation. This association of device failure
and survival highlights the importance of the
awareness of these failures for wherever. There 1is
scarce information about adverse events associated
with AED use.

The goals of this study were, one, to
assess adverse event vreports, particularly death,
associated with AED failure from 1996 to 2003; and to
determine AED component failure or factors that
resulted in failed defibrillation associated with
death.

For this purpose, Beverly and I review
medical device reports submitted by AED manufacturers
to the FDA for AED related adverse events. The MDRs
were received from August 19, 1996 to December 31lst,
2003. We analyzed the MDRs using the manufacturer

and user facility device experience or MOD database

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

20

from the FDA.

Ms. Gallauresi mentioned before that the
conclusions and the determination of the component
failure reported by the manufacturers were grouped in
categories and were used to assess the association of
device and component failure with the patient death.

I have arbitrarily separated data from
1996 to 2003 in two groups of four years each. The
early years, that's the way I call it, the first four
years, from 1996 to 1999, and the recent years, from
2000 to 2003 because AED availability and technology
was somehow different.

From 1996 to 1999, we have 191 deaths
associated to an AED failure. Of course, these are
the deaths that were reported.

We have also 1,579 malfunctions and only
six injuries and the category that classify things
that could have fit into these previous categories as
other.

From 2000 to 2003, 399 deaths were
reported related to an AED failure; 5,465

malfunctions; and four injuries.
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This view 1is intended to show the
difference between the early years of AEDs, of AED
deployment, and the four more recent vyears of AED
deployment. The malfunctions have increased almost
three and a half times and death more than doubled.

But we  have to have an account,
increasing numbers of AEDs. The ratio of death to
malfunction is about 12 percent for 1996 to 1999 and
seven percent for 2000 to 2003.

Now I am going to present the different
categories per vyear. The report of malfunctions
increased from 105 in 1996 to 1,917 in 2003. It is
easy to associate this increase with increase of AED
deployed. Maybe better device self-agnostic. With
this I was to say that with self-diagnostic, want to

imply the device detects the malfunction before use

by a patient. You're in daily, weekly or monthly
self-diagnostics. That means that it's not during
the use of the patient -- on the patient, but during

the self-diagnostic.
There were very few injuries per vyear.

The maximums were three injuries per each year, and
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as you can see, there are very few per every single
year during this period.

From 1996 to 2000, there were below 70
deaths per year, but in 2001, there was an increase
over 100 deaths per year and have remained about 100
deaths per year associated with the increase probably
in the AED numbers of probability reporting. There
are several possibilities.

Twenty-six manufacturers reported during
this period. The results are reported as percentages
because 1in some instances there were multiple
conclusions per report. This 1s a retrospective
and -- I'll say 1t again -- descriptive analysis
because the absence of an accurate denominator, even
if we know the number of AEDs that have been
employed, it is extremely difficult to determine the
number of devices used during this period.

That's why it is important that we take
this data with caution, and I'm going to mention this
again later in the presentation.

The following slides will show the report

of results of the failure analysis in the two periods
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of time. These were the most frequent conclusions.

No conclusion with 32.3 percent. No
device failure with 26.7 percent. Device failure
cause or was related to event in 22.4 percent.
Unknown if the device contributed to event in 12.2
percent. And user error caused or contributed to
event with only 4.4 percent, and device maintenance
contributed to event in two percent.

There 1s a 1little confusion, what 1is
every single category. For this I thought that the
best way to explain it was with real examples. I had
edited the reports in an effort to remove any
identifiers or note that it 1is not literal, and what
I am going to read are event descriptions.

For example, an example of no conclusion
can be drawn and also device failure occur and was
related to event. This was the report. Reporter
alleged that while attending to the defibrillator, a
patient who had been in a car accident and was in
full cardiac arrest, the device delivered two shocks
but then did not deliver more shocks. The patient

subsequently expired. The report indicated the
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patient outcome was not a result of the reported
malfunction.

An example of device failure, this one.
Device failure directly caused event. The reporter
alleged that when attempting to defibrillate the
patient believed to be in ventricular defibrillation,
the defibrillator did not deliver a shock. The
defibrillator displayed an error message, and the
defibrillator could not be switched on.

An example of device failure occurred and
was related to event. The reporter alleged that
medics were attempting to defibrillate a patient, but
the device would not discharge. The medics attempted
to shock the patient a total of four to five times,
but the device continued to not discharge. The
medics then obtained another device and defibrillated
the patient. The patient subsequently expired.

And the last example is an example of
user error caused event and device perform according
to specifications and order. The Complainant alleged
that while attempting to defibrillate a patient with

paddles, the user charged the device with the paddles
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and the paddle container and the device appropriately
displayed an error message and failed to discharge.

Second, third, fourth and fifth devices
were used 1in an attempt to continue treating the
patient with the same result. Each device had a set
of paddles previously attached. The user did not
remove the paddles from the container on any of the
devices prior to charging the energy. That's the way
you read this report.

Now I'm going to show the results from

manufacturers' conclusions from 2000-2003. The no
conclusion has increased to 60 percent. The no
device failure here is 12.1 percent. The device

failure caused or was related to event 1in 9.6
percent, and the remaining categories add to three
percent.

This is just for final comparison between
the two periods. The major difference is where in
our conclusion and in none i1f device contributed to
event; the non-conclusion slice, as I said before,
has increased from 32.3 percent to almost 60 percent.

On none 1if device contributed to event decreased
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from 27 to 15 percent.

As I said before, what I presented were
the conclusions about the events, and now I am going
to present what were the components of the device
that failed during those attempts. These are the
results of the failure analysis in terms of the
component or the factor that failed in the case of an
AED failure.

Electrical component was the most
frequent result reporting with 42 percent. The
electrical component included, for example, diodes,
relays, circuit Dboards, switchers, capacitors, et
cetera. There are something 1like 21 components
reported in the category of electrical component.

Device performed according to
specifications was reporting 32 percent. Device
operating outside of specifications in 4.4 percent,
and mechanical problems in almost two percent.

From 2000 to 2003, electrical component
was 36.5 percent. Other was 30 percent. Device
performed according to specifications, 21 percent.

The defibrillator subassembly is a new category here
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and includes, for example, pads, cables, et cetera,
and the remaining categories add to five percent
altogether.

Electrical component decreased from 42 to
36 percent. Device performed according to
specification decreased from 32 to 21.1 percent.

We have to keep in mind again that there
is an increase in AED's availability.

The AED recalls for this period are shown
here per year, and as you can see, the recalls per
year were between zero in 1998 to six in 2000 and
2003.

These results suggest that the number of
reported deaths associated with AED failure is
actually more frequent than injuries. The number of
reported AED failure 1is increasing along with
increase in AED reporting or deployment.

There is a relative decrease in reported
electrical component failure. There 1s a relative
decrease 1in reported device operating outside the
specification, which includes use area, and

increasing number of reported deaths over time
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associated with AEDs may have several contributing
factors, including increased device availability.

Thank you for your attention.

ACTING CHAIR LASKEY: Thank vyou very
much, folks.

Are there any guestions for the
presenters from the panel, gquestions, comments?
Several. Good.

Dr. Maisel.

DR. MAISEL: Oscar, just so I want to
make sure I understand what you presented, it looked
like there were about 7,600 events and about at least
in the early portion of your data 25 percent or so
were identified as being caused by the device. Does
that mean the total number of device related events
was 7,600 divided by four or around 1,800 or 1,900
that we can conclude were due to the device?

DR. TOVAR: No. It's not that you can
divide it by four because that's why I presented per
year. There is a progressive increase per year. So
the devices or the malfunctions reported, including

death, are increasing per year. So injuries,
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malfunctions, injuries not too much, but malfunctions
and death were increasing per year.

DR. MATISEL: Right. What I'm trying to
get at is you have reported 7,600 events, and I am
trying to understand. I understand that many of
those events might be reported, but not due to device
malfunction.

DR. TOVAR: That's correct.

DR. MAISEL: And it appeared that about
25 percent were due to device malfunction or that was
the manufacturer's conclusion.

DR. TOVAR: Yeah, if I wunderstand your
question well, I said during the presentation that
some of the report or some of the malfunctions were
caught during the device diagnostics. For example,

it was not during the use, not during the use on a

patient. It was, as I say, during a daily
diagnostics, weekly diagnostics, yearly/monthly
diagnostics. But it was not all the malfunctions
were -- actually there are not too many during an

actual use.

ACTING CHAIR LASKEY: Mitch.
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DR. KRUCOFF: Thank you both for just
sort of giving us the perspective. I wonder if you
could help me understand, given the level of illness
that patients have in order to deploy this device in
all the other vicissitudes of putting an MDR type of
data set together, can you help us understand how you
would decide or try and understand whether a patient
who is fibrillating would or would not have survived
if the device had functioned well, i.e., how do you
conclude that the device's malfunction is associated
with a death event when essentially the sudden death
is the presentation?

How the device causes a problem wversus
how it just fails to turn around a problem?

DR. TOVAR: Right. I think we both can

answer this question, but Beverly is always ready to

jump.

MS. GALLAUREST: That's kind of the
unknown. Sometimes it's very obvious when the device
completely fails and doesn't work. I mean obviously

the patient is in fibrillation and so then you don't

know if the patient could have been resuscitated or
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not.

I mean, is it answering your gquestion or
am I misunderstanding your question?

DR. KRUCOFF: Well, somewhere in there
you're coming at least in some events it looks like
to a conclusion that the device malfunction was
somehow --

MS. GALLAUREST: May have caused or
contributed.

DR. KRUCOFF: Right.

MS. GALLAUREST: And then it's the
manufacturer that evaluates the device and they
report their conclusion codes, and then we have to
take that information as the manufacturer reports it.

We can't really assess.

With these reports you can't really have
cause and effect. We can tell when a device fails,
and then a patient wasn't resuscitated. That's the
information that we have. So it's the great unknown.

I don't know if perhaps a patient never
would have been saved.

DR. KRUCOFF: Right. Even 1f it had
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worked --

MS. GALLAURESI: Even if it had worked.

DR. KRUCOFF: -- would they have been
successfully defibrillated.

MS. GALLAUREST: Yes.

DR. KRUCOFF: That's what I find would be
very -- so there are no criteria per se to understand
that because I can't imagine what it would be.

MS. GALLAURESI: Have to look above.

DR. TOVAR: I would like to add to this
that, yes, the manufacturer reported a death that was
associated with the use of the device. It doesn't
matter the situation. However, sometimes 1it's not
related. That's why I brought up an example in the
car crash. It looks 1like the wvictim was really
injured, and it could have had several, multiple
causes to lead to the cardiac arrest of this patient.

The AED was used, but the patient died. The
manufacturer reported this event, but probably the
cause of the death was not the ventricular
defibrillation or cardiac arrest.

DR. KRUCOFF: Oscar, all I was trying to
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understand in your two pie charts over seven years,
as the device failure caused or was related to event
drops from 22.4 percent to 9.6 percent. I guess what
I was trying to understand is is that a difference in
reporting, a difference in interpretation. Are the
devices doing better or just what? How do you
interpret that change in percentage over seven years?

DR. TOVAR: Right, right. Probably we'll
leave it at that unless you have a --

DR. KRUCOFF: No, no. Thank you.

DR. TOVAR: Okay.

DR. SOMBERG: In the device caused the
death outcome, do you have any direct data where the
device fired and caused fibrillation or is most of
the data the example you gave, that the device being
placed on the patient did not successfully work by
having a save?

DR. TOVAR: Yeah, that's a very good
question, and that's what I was trying to remember,
that I was going to comment on the previous question.

These devices when they say directly

cause is when they did not fire, when they did not
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shock. At least I have seen many of these individual
reports; in any single occasion I saw something that
the device caused by the shock. It caused death
because it didn't fire.

DR. SOMBERG: I see, and 1is it also
correct to state that from my wunderstanding the
engineering behind these is that there's a default
mode and that the device has question of the
arrhythmia due to motion, due to other intervening
confounders? It goes to default and does not fire as
a safety component?

DR. TOVAR: Yes. If the device diagnoses
a non-shockable rhythm, it won't fire even if the
patient has Dbeen in cardiac arrest, and 1if the
patient has been during a long time in ventricular
defibrillation, for example, it has a great or high
probability to grow into a system with --

DR. SOMBERG: We're not finding for
asystole. We're not -- but 1if there's motion or
other artifact --

DR. TOVAR: For those things, that will

depend, ves.
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DR. SOMBERG: And there's a question. It
doesn't fire to say given the benefit of the doubt
the algorithm is not to fire. So the device may have
actually worked and the vicissitudes were that there
was artifact and it could not identify the proper
rhythm.

DR. TOVAR: Yeah, that's correct.

ACTING CHAIR LASKEY: Well, thank vyou
both for this exhaustive effort, and I guess just to
quickly sum up, you're doing the best you can with
extremely limited data set. I wouldn't say that
there's a lack of a reliable denominator. There is
no denominator. It's not that it's unreliable.

And I think if we wanted to fill in the
other three cells in a two-by-two table, we can.
You're just giving us one cell.

So what can we do with this? I think
it's a blip and it's something important to note, but
it just underscores the importance of getting
accurate statistics if we're going to make use of
them.

But we certainly appreciate and applaud
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your effort, and I guess on behalf of the panel we
would just ask the agency to continue to seek out
ways to improve the data collection so that we can
get more accurate handles on these things.

DR. TOVAR: Thank you.

ACTING CHAIR LASKEY: Thank you much.

We have a busy, busy morning, and I'd
like to commence with the open public hearing, and
before we proceed with the roster of speakers, I have
one brief statement to read, which is that both the
Food and Drug Administration and the public believe
in a transparent process for information gathering
and decision making.

To insure such transparency at the open

public hearing session of the Advisory Committee

meeting, FDA Dbelieves that it 1is important to
understand the context of an individual's
presentation.

Are vyou timing me on this? Is that
the --

(Laughter.)

ACTING CHAIR LASKEY: For this reason,
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FDA encourages you, the open public hearing speaker,
at the beginning of your written or oral statement to
advise the committee of any financial relationship
that you may have with the sponsor, its product and,
if know, its direct competitors.

For example, this financial information
may include the sponsor's payment of your travel,
lodging, or other expenses in connection with your
attendance at the meeting.

Likewise, FDA encourages you at the
beginning of your statement to advise the committee
if you do not have any such financial relationships.

If you choose not to address this issue of financial
relationships at the beginning of your statement, it
will not preclude you from speaking.

With that, I would like to being the open
public hearing session this morning. Speakers, as
previously forewarned, will be limited to we're now
at five minutes for their presentations, and we have
the little electronic timer up here just to keep
everybody honest. As I say, we have a lengthy

schedule.
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The first speaker of the morning is Dr.
Mickey Eisenberg. Dr. Eisenberg.

DR. EISENBERG: Thank you.

My name 1is Mickey Eisenberg. I have
studied out of hospital cardiac arrest for almost 30
years as a clinician and researcher at the University
of Washington. I'm also the Medical Director of the
EMS Program for King County, Washington.

MS. WOOD: Pull the mic up just a bit,
sir. Thank you.

DR. ETISENBERG: As to financial
disclosure, I am here on my own coin. I have receive
no salary support or honoraria from defibrillator
manufacturers. Two defibrillator companies have
contributed to a University of Washington research
fund which I have used in the past to support the
salary of a research assistant to study out of
hospital cardiac arrest.

Let me start with a few facts. Eighty
percent of cardiac arrests occur in the Thome.
Defibrillation is the only effective therapy for

ventricular fibrillation, or VF. VF usually occurs
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with 1little or no warning. Defibrillation, if

delivered quickly enough, 1leads to a very high

survival rate. When delivered in two or three
minutes from collapse, 75 percent of patients
survive. When delivered in ten minutes, survival

rate falls to ten percent or less.

And I might point out that that's the
situation in most communities throughout America.

AEDs are effective, safe. Their
operation can be readily mastered by lay persons.
We've trained several hundred seniors in the use of
AEDs using only a ten-minute video.

Patients resuscitated from VF generally
make good recoveries, and the shorter the time from
collapse to defibrillation, the better the
neurologics outcome.

You will undoubtedly hear in the coming
few hours about the efficacy, safety, and labeling of
AEDs, and rather than talk about these issues, I
would prefer instead to address the issue of
dissemination.

I believe widespread dissemination of
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AEDs, especially in the homes of higher risk
patients, offers the means to improve the current
grim mortality statistics. The question is how best
to achieve this. Do we use the current medical
approach or do we use a consumer approach?

In the medical approach, which is what we

have now, physicians control dissemination. The
device 1is deemed potentially dangerous. Thus,
prescriptions are required. Reimbursement by
insurance companies may or may not occur. Cost

effectiveness studies demanded by insurance companies
and HCFA are near impossible to do because of the
ever shifting nature of indications for ICDs.

Manufacturer costs, sale priced to the
patients remain high because of modest distribution
and lack of competition. The net effect is limited
dissemination in people's homes.

Contrast this approach, the medical
approach, to the consumer approach. Because the
device 1is considered safe and training is simple,
it's my hope that this committee will recommend over-

the-counter status. Economies of scale will lower
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the cost. Competition will increase, and the net
effect will be a lower price.

Like any consumer choice, the consumer
decides whether there is adequate value for his or
her money. I suspect many older adults will consider
$700 for a home AED as good an investment as optional
side airbags, carbon monoxide monitors in their home,
home security systems, and any other personal safety
device.

Clearly, this argument is a
simplification of a very complex subject.
Nevertheless, the existing prescription based medical
approach is leading to only a trickle of AEDs in the
homes. A consumer approach with over-the-counter
status 1s, I believe, the best means to achieve
widespread dissemination in people's homes, and that
can only result in more lives saved.

Thanks very much.

ACTING CHAIR LASKEY: Thank you, sir.

The next speaker on our roster is Kelly
Harris. Ms. Harris. Is there a Harris in the group?

Yes.
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MS. HARRIS: Good morning. I'm Kelly
Harris. I'm a sudden cardiac arrest survivor.

I was flown here by Philips who made the
defibrillator that saved me a year a half ago.

I don't really have anything prepared,
but what I want to do is just put another face to a
survivor because I know a lot of people think that -
- excuse me. I'm very nervous, too -- I know a lot
of people think that sudden cardiac arrest only
happens to maybe senior people or someone who 1is
unfit or overweight, and as you can see, I'm quite
the opposite of that.

This happened to me when I was only 27
years old. When I went to Philips about six or seven
months ago to meet their team up in Seattle, they
offered me my own home defibrillator for free, which
I thought was great. It was an amazing offer.

And as I got to talk to them I said,
"Well, I'm going to be living alone soon. I have my
own implantable defibrillator. So I don't really
need it for myself, but I want it to go to my family

because, you know, whatever condition I may have
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might be hereditary, and I would feel much safer to
have it around them."

And immediately I was told that that
might not be possible, and that even for myself to
get it, I would need a prescription from my
cardiologist, and so that was surprising because I
thought, well, I have already had my cardiac arrest.

What more proof do you need that I need one?

So anyway, we went ahead and contacted my
cardiologist, and he said that, first of all, it
wasn't his top priority. So right there that was a
lag in time for me to get one, but he said, again, he
was happy to do it. He would just want to do more
research first.

So from the time I contacted him to the
time my sister and her family got the defibrillator I
would say it was about six or seven weeks. And so
that's a long time since sudden cardiac arrest is
sudden, and it can happen at any time. And in that
seven weeks, someone could have died in that time.

So anyway, it ended up happening, and

they have it. It's around my family, which is all
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that I wanted, and I don't know. Basically I'm just
here to say that I believe it's like having maybe a
fire extinguisher in your house. You don't need one
after your house burns down. You pretty much need
one before that.

The same with this. It's going to be too
late when someone has a cardiac arrest. That's not
the time to go ahead and prescribe them or their
family a defibrillator. It should be three in one
who wants one. It can't hurt anybody because it only
allows a shock if there's a shockable rhythm. So it
reads the heart rhythm.

I couldn't put it on anyone conscious or
unconscious that doesn't have a chaotic heart rhythm.

So regardless if you push the button, it's not going
to do anything. It can't hurt anybody. So if that's
the concern with liability, that doesn't exist.

It also is helpful because it will walk
you through the steps of CPR as well, and so it just
speaks very clear English. As long as you understand
English and can push a button, you'll be fine.

And last year I was flown to New York to
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do a video news release with Brandy Chastain, who is
their spokesperson, and once that was complete, we
actually attended a Girls Talker Camp, and Brandy was
there to show all of the girls how to use the AED.
She went through it one time and then had a young
lady do it who was probably about, I'd say, 13 years
old run through it, and she did it correctly the
first time on the dummy.

So 1it's very easy. It's not Jjust for
adults to use or for medical personnel. Children can
use it as well.

So I guess that's all I have to say, and
I just wanted you to know that this can happen to
anybody. It could be your child, your sister, niece,
nephew, grandchild.

So all right. That's it. Thank you.

ACTING CHAIR LASKEY: Kelly, thanks for
your time. You're Dbecoming an excellent public
speaker. It's nice to know our soccer team has great
maturity as well.

All right. The next speaker 1is Dr.

O'Connor.
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DR. O'CONNOR: Good morning. Thank you
for permitting us this opportunity to speak.

My mname 1is Robert O'Connor. I'm the
President-elect of the National Association of EMS
Physicians.

The association is an organization of EMS
medical directors, as well as other pre-hospital care
professionals who are committed to excellence in pre-
hospital care.

Regarding financial disclosures, I'm here
on my own funding. In the past 1I've received
indirect research support from AED manufacturers to
support the salary of a research assistant.

Sudden cardiac death is one of the major

public health problems. It has claimed as many as
350,000 lives per vyear. Many sufferers of cardiac
arrest can Dbe successfully resuscitated. This

requires integration of 911 access, Dbystander CPR,
prompt defibrillation, and pre-hospital advanced life
support. It must be integrated. It must be
accomplished in a very timely fashion.

Since AEDs have been developed, it has
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made early defibrillation feasible, first, by EMS
responders, fire personnel, then by nontraditional
police, security guards, et cetera, and finally by
the lay public, as has been recently demonstrated.

Access to AEDs must not result in
prolonged delays in activation. So we encourage the
integration of a 911 response with the use of an AED.

Making AEDs available to non-traditional
responders or minimally trained bystanders is an
effective strategy for achieving early defibrillation
in many communities. Regardless of the deployment
strategy, we must insure that these AED programs are
integrated into the local EMS system and included in
their quality assurance programs.

Integration of AED programs into these
systems 1is essential to insure the minimal delays
take place during resuscitation.

So in summary, we would like to speak in
favor of the removal of the prescription requirement
for AEDs, with the understanding that either through
labeling or intrinsic properties of the device

itself, that it specify training and CPR as well as

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 www.nealrgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

48

AED operation to anyone who is potentially going to
use the device; that the device be located in an
immediately recognizable and accessible location,
recognizing that if this is in the home, the occupant
of the home may be the person who suffers cardiac
arrest and there may be a bystander not familiar with
where they keep things in the house.

And then finally, that the requirement
for integration with existing 911 systems, namely,
through first and foremost 911 activation, be
contained within the device as well.

Thank you.

ACTING CHAIR LASKEY: Thanks much.

I understand there's a different speaker
this morning from Cardiac Science other than Kenneth
Olson. So can the representative from Cardiac
Science -- thank you.

MR. McKEAN: Good morning. My name is
Matt McKean (phonetic), and I am the Director of
Regulatory Affairs for Cardiac Science, speaking on
behalf of Cardiac Science and Ken Olson.

Of course, as an employee of Cardiac
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Science, they paid for my travel and my salary.

My comments here today are I didn't know
if I was going to be before or after. So I'll adopt
this accordingly.

Based on the results of the PAD study and
the clinical evidence that is now in place to support
expanding the deployment of AEDs into the public
domain, and since the majority of the SCA events
occur in the home, granting easier access to AEDs
will put more AEDs in homes and improve the survival
rate of SCA wvictims, as has been discussed thus far.

Should the panel recommend over-the-
counter for AEDs and FDA adopts this decision,
Cardiac Science is calling for FDA to implement a
least burdensome approach for all AED manufacturers
to use to obtain rapid 510(k) clearance of qualified
devices. This least burdensome approach could come
in two forms or perhaps others, but two that come to
mind are issuing a guidance document within 30 days
to stakeholders including industry and FDA reviewers
that allows simple modification of labeling to remove

the on the order of physician or prescription
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requirement language from the IFU as a simple
notification submission to FDA.

An alternative approach would be for the
use of a 30-day special 510(k) vehicle currently in
place to modify the labeling and present that to FDA.

Also, regarding classification of the
device, currently classified as a Class III, FDA
should consider down classifying the AED to a Cla