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Centers working with Rutgers University. I
mean, there is a lot of organizations at the
state levels that would be wonderful partners
for FDA.

But my question Dbefore, is it
because of lack of funding or because of the
logistic processing you are having difficulty?

MS. RICE: Well, for the Center for
Devices, I can tell you it is there are both.

All of what you said i1s a struggle. The
money that we get to do these kinds of things
and to get outreach, you know, again, things
get prioritized and a lot of times, whether
you end up with that money in a particular
fiscal year or you don't. And decisions based
on other things going on in our center. And
then process itself is a long and drawn out
process. And we tend to want the information
today, the answers to the qguestions we keep
putting out here. And for us to do it, could
take years to get those answers. So, what
happens is other things take over.
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DR. SELIGMAN: I think -- well hold
on a second. The other thing I think is a
challenge for us is that we, FDA is embedded
in a larger healthcare system. There are
other federal agencies, 1like the Agency for
Healthcare Research and Quality. The Centers
for Disease Control that really have a broader
mandate when it comes to looking at the way
healthcare is practiced, the way information
is delivered, the effectiveness of wvarious
public health approaches, when it comes to
changing behavior, influencing the way
information is taken and translated into
appropriate practice. So, I think that part
of it may be just, I think from our sense,
that historically FDA's role and mission has
been somewhat narrower. And we have, in many
ways, seeded the, not necessarily seeded but I
think recognize that there are other agencies,
associations, both in the public as well as
private sector, as well as in academia who
have both the responsibility, expertise, and
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resources to do this kind of work, where we
basically haven't.

DR. DAVIDSON: We actually do a lot
of research that we haven't been able, vyou
know, in the limits of these short
presentations been able to share with vyou.
And many of you at the table actually are very
familiar with a lot of the research that 1is
done at our center. I will say that the time
constraints are enormously frustrating. The
process that you have to go through to get
your research done to give you information
when the next issue arises is tedious, very
tedious.

CHAIR FISCHHOFF: Mona, and then
David and then --

DR. KHANNA: Then John. Right?

All right. I have a comment and--
actually two comments. Two different subjects.

I wanted to respond to Marielos,
what you said about screening for breast
cancer and I don't think that that is an FDA
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issue. It is more of an issue of medical
associations and competing medical specialties
offering different recommendations. And
breast cancer has turned out not to be that
simple either because you probably have all
heard recently of the guideline that came out
that women should not do self breast exams.
And there is the clinical breast exams, there
is a mammogram, there is an ultrasound. So
all of this is, as you know, is dependent on
family history and personal history.

Just as confusing is the screening
for colorectal cancer with your fecal occult
blood testing, colonoscopy, sigmoidoscopy,
digital rectal exam, and we could go on and
on.

So unfortunately, that is a medical
issue more than an FDA issue.

The comment that I was originally
going to make refers to a little bit of what
Dr. Goldstein was saying where we have to
understand the needs of the population and
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then taking off on Dr. Peter's presentation
where less 1is more. I have found that making
the transition from practicing medicine to
practicing medical journalism was most
difficult in one sense that is directly
related to this and that was you have to
select the information that you present, not
compress it. In medicine and in most of what
we do, we try to do our due diligence with
research, get all the different viewpoints,
get all of the different professionals,
expertise, etcetera, and then make our
decision based on all of that. Perhaps what
we need to do 1is select different pieces of
information that we deem are most important
instead of <cramming everything into the
message. And I think Dr. Peters, that is what
you were trying to say. That is the technique
that 1is also effective for Jjournalism, 1is
selection not compression.

DR. SMITH: You know, the common
theme throughout all of your issues was risk-
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benefit. And I think sort of following up on
what Mona just said, you know, it really hit
home on the communication issue that Ellen
talked about and how we tend to use our
perspective on what we communicate versus what
the audience needs to hear.

And there have been so many cases
in the food industry where what happens is an
alarmist view of communication of gee, we have
evidence that something is a concern and there
is a risk. And you know, a recent one 1is
trans fat, which we have known about for years
but it has Dbeen more <recent that the
communications come out and the public tends
to get wvery alarmist and we, as the food
industry react to that and so we take trans
fat out. And a lot of people put other fats
in, saturated fat, and vyou know, a good
example is well, gee, margarine is bad for me
because it has trans fat so I will eat butter.

And you know, we don't have that balanced
communication of the good fat, bad fat, and
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moderation is really one message that I think
we, as a food industry, all across and
including the FDA as part of the food
industry, has really missed that moderation
issue that it is not Jjust taking today's
science that says trans is bad and that is the
news. But the news really has to be what the
consumer really needs to hear versus what we,
as scientists know should go out there. So, I
think it really hit home and ©probably
affecting all of your communications here in
that whole moderation issue.

CHAIR FISCHHOFF: Musa and then
Mike, and then Dr. Seligman.

MS. MAYER: Sorry. One can't see
it. That is why we are struggling with it.

So, Dr. Peters listed first,
actually, among the potential barriers to
effective communication insufficient,
uncertain, and changing information. What I
have been thinking about and dealing with most
over the last years is the safety of wvarious
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drugs and, specifically, drugs used for the
treatment of cancer.

And one of the things that has
hampered FDA most, I think, has simply been
the inadequacies of the passive adverse event
reporting system they have had, which are
about to be remedied, we hope, anyway, in some
important ways. And so during the break, I
asked Dr. Seligman if he would talk a 1little
bit about the Sentinel Program and share that
because it is an issue that gives me a lot of
hope that we may be, that we may actually have
better information to communicate and that
that may really help the whole process a great
deal.

DR. SELIGMAN: Yes, I would
actually be happy to talk about it but since
we are nigh on lunch, is this something you
would like me to do now or later? I can spend
five or ten minutes talking about the Sentinel
Initiative and what it consists of and what
our hopes are for it.
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But the two second synopsis 1is
basically to work with healthcare
organizations that have databases that we
could use in a sort of distributed fashion to
really get at data that we currently don't
have access to, which is how frequently
products are being used, for what indications,
how often adverse events are being observed,
abnormal laboratory values, etcetera. And
really get at the kinds of population-based
information in a rapid fashion that would
really improve the evidentiary basis for our
recommendation. So that is it in, sort of,
two sentences.

The Sentinel Initiative has a
webpage on a website that describes it in
great detail. But I couldn't agree more and I
think that was a point that Ellen made in her
presentation, which is, you have got to have,
I think it was the first point vyou made,
actually, which was you have got to have good
information and good evidence. And we have
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always been hampered, particularly in a post-
market environment, with information that was
very difficult to interpret and weigh against
information that was collected in the course
of clinical trials.

CHAIR FISCHHOFF: Let me say since
we will be, we would like to start the public
hearing punctually at 1:00. So let me sort of
call the conversation now. Let me encourage
people in the audience who would like to speak
to come and to see Lee during the break. And
then perhaps we will pick this up right after
lunch, both about the data opportunity and
then, in some sense, the communication
obligation that will go with the data
opportunity provided by the Sentinel.

Somebody found a pair of glasses in
the men's room, bifocals, very attractive.
And there is a place for 1lunch across the
street.

(Whereupon, at 12:03 p.m. a lunch recess was
taken.)
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A-F-T-E-R-N-O-O-N S-E-S-S-I-0O-N
(1:02 p.m.)

CHAIR FISCHHOFF: Okay. Let me
welcome everybody back. And we are now at the
public hearing part of our meeting. There is
some language that needs to be read into the
record. So, both the Food and Drug
Administration, FDA, and the public believe in
the transparent process for information
gathering and decision-making. To ensure such
transparency at the open public hearing
session of the advisory committee, meeting,
FDA Dbelieves that it is important to
understand the context of an individual's
presentation. For this reason, 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 vyou may have with any
company or group that may be affected by the
topic of this meeting. For example, financial
information may include a company's or group's
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payment of your travel, lodging or other
expenses in connection with your attendance at
the meeting.

Likewise, FDA encourages vyou, at
the beginning of your statement, to advise the
Committee if you do not have any 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.

We are fortunate now to have three
members of the public speaking to us. I would
like each person to come to the microphone, to
state his or her name, and to speak directly
into the microphone over there. And we would
like to keep your comments to no more than ten
minutes, at a maximum. Okay, thank you.

The first person is Dr. William
Maisel, Director of the Medical Device Safety
Institute also the Director of the Pacemaker
and ICD service at Beth Israel Deaconess
Medical Center in Massachusetts. Please.
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DR. MAISEL: Good afternoon. Thank
you very much for having me here today. My
name 1is Dr. William Maisel. T direct the
Medical Device Safety Institute at Beth Israel
Deaconess Medical Center and I am privileged
to be here today on behalf of the Heart Rhythm
Society. My travel and lodging has been paid
by the Heart Rhythm Society to be at this
meeting, although I am not being paid for my
time today. Could I have the next slide,
please?

What I hope to do in the brief time
allotted to me is to give you a little bit of
background of what the Heart Rhythm Society
is, what type of patients we take care of, and
why we think we are relevant to the discussion
that 1is going on today. I would 1like to
describe the Heart Rhythm Society experience
with product notifications that have affected
some of the devices we use every day in our
practice. And probably one of the most
important messages I hope to deliver and
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convince you of 1is that medical devices are
different and I would like to explain why and
why the communication to patients with medical
devices may not be the same as communication
for other devices.

We will talk about the terminology
for medical device 1issues and, obviously,
communication. And then I, of course, want to
address what the panel 1is here to address
today, which are emerging issues. Next slide,
please.

The Hearth Rhythm Society is the
international leader in science, education, in
advocacy for cardiac arrhythmia professionals
and patients and the primary information
resource for these people on heart rhythm
disorders. We represent approximately 5,000
hearth rhythm specialists and cardiac pacing
in electrophysiology, which is the management
of heart rhythm disorders. And arrhythmias
are the leading cause of heart disease
related death with sudden cardiac arrest,
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claiming hundreds of thousands of American
lives each year.

We also have millions of additional
patients that have implanted cardiac rhythm
management devices like pacemakers and
implanted defibrillators. There are literally
millions of patients in this country alone
that have heart rhythm disorders and there are
likely several people in this room who have
heart rhythm disorders. Next slide.

So these are the type of tools that
we use in our daily practice. There are
implanted pacemakers and defibrillators which
are '"permanent implants." They treat very
slow or dangerously fast heart rhythms. They
are really amazing devices that have amazing
technology and have been proven to save lives.

We do cardiac ablation procedures,
where we pass catheters up into the heart to
treat or cauterize the heart muscle to prevent
or get rid of abnormal heart rhythms.

AEDs are automatic defibrillators
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which have saved enumerable lives in airports
and hopefully there is one somewhere in this
buildings.

And we also, obviously, use
medication. So we are not just about devices.

We have many patients who take medications
both for other heart-related issues and their
co-morbidities. Next slide, please.

So, I think it is probably self-
evident that devices are different than
medications or food or what have you but there
are certain characteristics that are
particularly important to consider. Number
one is that they may be a permanent implant.
A device might be implanted in a patient and
that patient 1s going to have that device
forever. And sometimes removing the device is
dangerous. Sometimes it has  potential
complications, including the potential to die
from attempted removal of a device. And so
the words we use to describe product issues
with medical devices needs to Dbe carefully
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considered.

T mentioned that they have
sophisticated technology which benefits many
of the patients. And because these are
permanent implants, they inevitably will
experience what we consider "normal wear and
tear." They wear out over time. For example,
a pacemaker that is connected to the heart via
lead or a wire will wundergo five hundred
million heartbeats over about a 13 year period
back and forth, back and forth. So these
devices will, inevitably, have performance
issues and that is part of their normal life
experience. And so we need to be very careful
when we start talking about performance issues
for medical devices. Next slide.

So, I chose the word recall to
highlight one of the examples here but it is
really pretty amazing that we use a single
word to describe the "recall" of products from
the market for the FDA ranging from pet food
to tomatoes to heparin, all of which can
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easily be taken off a shelf without any harm
to anyone. And we use the exact same word to
remove that device in the bottom right, which
is an implantable defibrillator that 1is
connected to the heart via a wire that has
approximately a one percent mortality to
remove the device. And so we need to be very
careful with the terminology that we use.
Next slide, please.

The other problem is that the words
we use mean different things to different
people. And so to the FDA, the word "recall"
and this is from their regulations, is "the
firm's removal or correction." So it doesn't
require that the device be removed. There may
be a way to mitigate the problem without
removing the device. And to the FDA, that is
what they mean. And 1if you read any of the
FDA recalls that have affected heart rhythm
devices, they are always very careful to say
it does not necessarily mean your device needs
to be removed.
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But patients don't hear that. What
they hear is my device is recalled. Next
slide. And what they tell their family and
their doctor and what they understand is that
I need my device removed. And so just using
that word recall affects the clinical
interaction between a patient and a physician.

And I have sat in the office with literally
hundreds of patients who have had devices
recalled. And they all come into the office
thinking they need surgery to remove their
device. They don't get it.

And it 1is a communication issue.
And if you just go on the internet, I chose
dictionary.com, it is no wonder they don't
understand what recall means because recall
does mean return of goods or a product. It
doesn't mean to the general population removal
or correction. And so we need to be careful
about the terminology. Next slide.

So, we are talking about emerging
and uncertain risks today. And it 1is a
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challenging issue because there often is not a
line in the sand. It is often very difficult
to decide when we are business as usual, when
we are seeing a normal amount of product
performance issues, and when there 1is an
emerging or uncertain risk. And we could draw
another 1line for recall or product advisory
above emerging risk. And those 1lines are
blurry. And that is probably the most
challenging issue here. Next slide.

And so, as has already been well
outlined by some of the speakers this morning,
it is a balance. You need to decide when it
is worth notifying and when you shouldn't
notify. And these are some of the factors
that we think are important to consider.

Certainly, on the side of
notification 1s informed consent. Many
patients want to know about what is going on
with their devices and the performance,
although we would argue and we have advocated
as a society, that physicians should be doing
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this before the device goes into the patient.

We routinely recommend that our implanting
physicians tell patients this is a complicated
device. The device is designed to work at a
certain success rate and there may be product
performance issues that develop over time. It
is still Dbeneficial for you to have the
device. And so that can mitigate the need to
notify over some of these low risk emerging
issues, if patients are already understanding
that that could occur.

Obviously, if you notify and that
will facilitate additional reports or data
collection, or accelerate getting an answer
about a problem, that would be worthwhile and
it may improve patient care. But it

definitely increases patient anxiety when you

notify. It may not turn out to be a true
performance issue, so that 1is unnecessary
patient anxiety. It can have an adverse

impact on industry. And by that, I don't just
mean their bottom line financially but in an
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industry  where there may  not be many
suppliers, it can make it difficult to get a
product implanted into a patient who really
needs a product. It can mitigate how quickly
they are willing to bring new products to the
market. And so, we need to be very careful
and not unnecessarily notify.

And then it may adversely affect
patient care when notification results in
patients coming into physician offices

demanding to have their device come out, even

when you try to reason with them. And it
happens because patients get anxious. Next
slide.

The Hearth Rhythm Society has dealt
with this issue over several years. And in
2005 and 2006, we had an ongoing discussions
with the FDA, with industry, with physicians
and patients to address many of the issues
that the panel is discussing today. And the
culmination of that was this report in October

2006 in the medical journal Heart Rhythm. It
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was recommendations from the Heart Rhythm
Society Task Force on Device Performance
Policies and Guidelines. And obviously, I
don't have time to go through the entire
document, which is on the Heart Rhythm Society
website. But there were a couple of important
messages that are relevant today.

One is, it was recommended that the
term recall be eliminated in public
communications concerning implanted devices
because of the reasons I have already spoken
about. We talked about standardizing
physician and patient communication. And in
fact, we have a template for the type of
information, the type of data that physicians
and patients want from the FDA and from
manufacturers. How many devices have been
implanted? How many have failed? What type
of failures were observed? What is the rate?

What is the anticipated rate? A lot of very
basic simple, data-driven information that we
want when we are dealing with these issues.
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And we also recommended direct patient
notification for important issues.

Now, we have the advantage of
having implanted registered devices. And
although there are hundreds of thousands, if
not millions of devices, we do have contact
information. And in fact, this was instituted
last year for the first time in bulk, where
170,000 patients were directly notified by a
manufacturer about a product performance
issue. You can give the message to the person
who needs to get the message. You can give
them the information that they need and you
can deliver the message directly to them
without necessarily alarming people.

One of the things that happens is
if you see in the news pacemaker recalled, we
have millions of pacemaker patients. They may
not get that it 1s a certain brand and a
certain model and doesn't affect all of them.

And so you create this huge wave of anxiety
among a number of patients unnecessarily.
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Next slide please.

This 1s a brief portion of the
clinical recommendation and perspective that
we included on our one-page form. So, the
form includes specific issues about data. But
it is wvery important not to stop with just
data or to say contact your physician.
Patients don't like just being told to contact
their physician. It can be weeks, sometimes
before they can get an appointment or get on
the telephone. And if we have thousands or
hundred of patients «calling, it is very
difficult, even 1if we want to do the right
thing, to get back to them.

And so we think that it is wvery
important to give some recommendations, even
if the recommendation is that there are no
recommendations, but to explicitly say what
you want done. For us, 1t i1s things 1like
verify mnormal device function at the next
normal follow-up or as soon as possible,
etcetera. Next slide, please.
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So, to conclude, timely accurate
communication is critical. We think that
efforts to standardize and develop terminology
by product type, and we think medical devices
or certainly permanent implanted medical
devices are an important subgroup, to better
communicate the intended message should be
undertaken. And hopefully, vyou don't leave
here with the idea that medical devices are
different and you work on everything else and
decide that medical devices are too tough to
tackle. I think we would argue that they are
one of the most important areas to tackle
first.

It should be data driven. Survey
specific audience, such as patients whose
lives 1literally depend on their device, to
determine which terms best convey the intended
message. And there is an important role here
for medical societies, and certainly the Heart
Rhythm Society has and will continue to be
available, but whenever possible, include the
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professional society in delivering vyour
message, particularly if it is not an hour-by-
hour thing, but you have a 24 hour or 48 hour
window, when you are going to issue a press
release. We have had much more success, and
we have done this with the FDA where the Heart
Rhythm Society either simultaneously issues a
statement or it has sometimes even been in
concert with the FDA to provide a clinical
perspective. Here is the information and the
Heart Rhythm Society recommends A, B and C to
give physicians and patients some reassurance
that some knowledgeable people are working on
the problem.

So, I wvery much appreciate vyour
time and would be happy to answer questions
now or later. Thank you.

CHAIR FISCHHOFF: Thank vyou. We
have time for one or two questions. Mona?

DR. KHANNA: What term would you
prefer instead of the term recall?

DR. MAISEL: We have recommended
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terms such as safety alert, which doesn't have
the implication of product recall, of removing
a device. So that would probably be our
preferable term.

DR. PETERS: I have always got to
check to see if it is on. You talked about
direct patient notification, after first
notifying physicians. Did you evaluate how
well that message worked, evaluate
comprehension of it, reactions to it?

DR. MAISEL: That is an excellent -
- we spent a lot of time thinking about how to
deal with this issue. And it 1s a very
complicated issue that I am sure you will
wrestle with as well.

Here are some of the factors that
go into that. Number one, major companies
have an obligation, financial obligation to
not withhold information. So we have asked,
requested the opportunity as a physician to
have a little window to go to our patients and
contact them quickly about the information,
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without them getting it on the front page of
some newspaper. That can't happen because the
companies are obligated to publicly report
that information that could affect their
financial Dbottom line as soon as it 1is
available. They can't withhold that
information.

So, we have advocated that, when
possible, physicians receive a letter and have
a window of about seven days to contact their
patients to call them into the office to tell
them what is going on before the patient gets
the letter. And that is what we did this last
time around.

In talking to the company that
orchestrated that and in my own experience, it
was highly successful, at least with regard to
reducing patient anxiety. These are
complicated issues. The patients don't walk
away with perfect understanding of the issue
but they really appreciate being thought of.
They very much appreciate being in the loop,
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rather than talked at. They feel 1like they
are 1invested and someone is thinking about
them. And so I don't mean to imply that that
is the perfect and only method of
communication because the message will be

lost, but it was definitely beneficial.

CHAIR FISCHHOFF: Do you have a
follow-up?

DR. PETERS: It is not quite what I
asked. I was wondering whether you actually

evaluated how well consumers comprehended the
message that you sent, how much they trusted
the source of the information, wversus perhaps
some other source, the extent to which you
actually tested the message and its affects.

DR. MAISEL: We have not formally
conducted testing on the message delivery.

CHAIR FISCHHOFF: Marielos?

MS. VEGA: As a physician, has your
experience been different with different
populations, 1like the elderly, Hispanics,
etcetera?
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DR. MAISEL: It 1s definitely
different. It wvaries by those things.
Certainly age is probably the biggest
predictor of response. Elderly patients often
have trouble getting the details of the
message and will often rely on their physician
for management of their problem or they will
have family members come in. Young patients
are researching on the internet and come in
with printouts of news articles and
information they have downloaded from the FDA
and industry. And so there 1is a very
different process that goes on, based on the
age of the patient.

DR. GOLDSTEIN: Yes, thank you for
your presentation. I was just wondering,
because you mentioned there were some examples
where there was a good partnership, where the
message was crafted together. And I wonder if
you could, if not tell us about those specific
examples subsequently, share those examples of
a better process so that that might serve as a
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template for the future. That 1is the first
question. And then I have another question if
there is time to allow him to respond.

DR. MAISEL: So I would rather not
get 1into device-specific or company-specific
responses at this meeting right now. I would
be happy to talk to you offline about that.
But I would more describe it as we had a
meeting of the minds with FDA and industry
that was published in 2006. And since then,
there has been a nice progress in how that
process has worked. But I will give vyou
specific examples offline.

DR. GOLDSTEIN: And the second part
of the question was about the partnership it
sounds 1like vyour organization has with the
patients that are receiving these medical
devices. So, if you could say more about how
that works and what you have done as a society
to make sure you are getting as much patient
involvement in this process as possible.

DR. MAISEL: One of the benefits we
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have of implanting permanent devices of the
FDA's thoughtful decision to require
registration of these devices is that when a
device is implanted, before the patient leaves
the operating room, the device is registered
with the manufacturer, as required by the FDA.
There are other permanent implants to which
this applies. And so that supplies patient
information, addresses, those sorts of things.
The patient is certainly notified that this
is happening. The patient can certainly have
the opportunity to opt out of that process. I
have never had a patient opt out. And that
allows this contact. Now patients move,
physicians move, so it is not perfect but it
certainly allows the opportunity. We also
have our devices and many other implanted
devices are developing automated technology to
communicate without the patient needing to do
anything. So, bedside monitors that allow
wireless transmission and updates over the
telephone, those sorts of things that allow
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the ability to keep track of patients and
devices. And as I said, there are permanent
implants that have that ability as well, not
just our devices.
DR. GOLDSTEIN: Okay, actually --
CHAIR FISCHHOFF: No, no. I want

to make certain there 1s time for other

speakers.

DR. GOLDSTEIN: Okay.

CHAIR FISCHHOFF: We were sort of
getting -- oh, please. Dr. Maisel, wait, one
more dquestion. And I think we were getting

off the communication topic.

DR. PALING: I would 1like to say
that everything, and I want to say everything
in your presentation I heartily endorse. This
is the sort, in my mind, of self-evident issue
that we sometimes can be too academic to
understand the implications of. I say this
with no discourtesy intended whatsoever to my
dear colleagues at the FDA. Every single one
I have met, I greatly admire.

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

235

But hearing Ellen's excellent
point, have you done -- I would ask this
question more importantly, isn't it self-
evident that 1f the FDA uses words in its
communications with general public that do
not mean what the general public overall
means, then that is tantamount to a
discourtesy, unless there is some legal reason
why that should not be the case.

So, I would just want to put on
record my hearty endorsement of the simple
reality, the basic communication to the
general public should use words in the manner
that the general public expects those words to
be wused. And to that degree, I would, of
course, encourage you to keep doing what you
are doing.

DR. MAISEL: Thank you.

CHAIR FISCHHOFF: Thank vyou very
much. Our next speaker 1is Jennifer Wilmes
from the National Fisheries Institute.

MS. WILMES: Hello to the

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

236

Committee. Thank vyou very much for the
opportunity to speak with you again. You may
remember me. I am a registered dietician with

the National Fisheries Institute and I spoke
in February.

Today I am here to discuss an
additional challenge, in addition to the
challenges that have been brought forth by the
different Centers within FDA. I wanted to add
the challenge, which is also an opportunity of
consistency across agencies. The success of
FDA communication is contingent upon the
either the amplification or muddling of
messages from other agencies. In the case of
seafood, the intertwinement of communication
is particularly unavoidable, as the advisory
is co-authored by FDA and EPA.

As a case study of mixed messages,
I want to bring your attention to a website
released August 1 of this year, just earlier
this month, by the environmental protection
agency, called Fish Kids. According to EPA's

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

237

Assistant Manager for Water, Benjamin
Grumbles, the new website is a fun way for
kids and parents to learn about the importance
of fish in a healthy diet and how to choose
the healthiest fish to eat.

While this seems, at face wvalue,
consistent with FDA's communication about
fish, the content within Fish Kids strays
dramatically from a science-based im