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FOOD AND DRUG ADM NI STRATI ON

CENTER FOR DEVI CES AND RADI OLOG CAL HEALTH
+ + + + +
FDA SCI ENCE REVI EW SUBCOW TTEE
+ + + + +
EXTERNAL SCI ENCE REVI EW

+ + + + +

OPEN SESSI ON
+ + + + +

VEDNESDAY,

JULY 25, 2001

+ + + + +

The Subcomm ttee met in Room O Center
for Devices and Radi ol ogi cal Health, 9200 Corporate
Boul evard, Rockville, Maryland, at 10:19 a.m, Dr.
Robert M Nerem Chairnman, presiding.

PRESENT:
ROBERT M NEREM Ph.D., Chairman
ALEXA |. CANADY, M D., Co-Chairperson
ROGER C. BARR, Ph.D.
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P-R-OCEEDI-NGS

(1:01 p.m)

CHAI RPERSON NEREM Okay. We are now
in public session, and | want to welcone any who
m ght have joined us for this public session.

| believe Hany wll read sone things
into the record.

MR. DEM AN:  Good afternoon, everybody.

We're ready to begin this public portion of the
meeting of the Subcommttee to the FDA Science
Board for the Center Devices and Radiol ogical
Heal th science review.

My name is Hany Deman, and |'m the
Executive Secretary for this panel.

Il will read two statenments that nust be
read into the record. The first is the
deputi zation for tenporary voting nenmber statenent.

Appoi ntnment to tenporary voting status.
Pursuant to the authority granted under the
Medi cal Devices Advisory Committee charter, dated
Cct ober 27th, 1990, as anended August 18th, 1999,
and Novenmber 16th, 1999, | appoint the follow ng
i ndividuals as voting nenmbers of the CDRH Science
Revi ew Subcomm ttee of the Science Board to FDA for

this nmeeting on July 24th, 25th, and 26th, 2001:

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

23

24

25

233
Roger Barr, Barry Beith, Louis Blazy, Alexa Canady,

and Curtis Dom ni que Durand, John Fisher, Patrician
Garvey, Kinley Larntz, Elizabeth Pieterson, and
Rhal | Pope.

For the record, these individuals are
speci al government enpl oyees and are consultants to
CODRH or to panels wunder the Medical Devi ces
Advisory Commttee. They have undergone the
customary conflict of interest review and have
reviewed the material to be considered at this
meet i ng.

And this is signed by the Director for
CDRH, Davi d Feigal.

The second statenent is the conflict of
i nterest statenent.

The followi ng announcenent addresses
conflicts of interest issues associated with this
meeting as nade part of the record to preclude even
t he appearance of any inpropriety.

To determne if a conflict existed, the

agency reviewed the submtted agenda and all

financial interests reported by the subcommttee
partici pants. The conflict of interest statutes
pr ohi bi t speci al gover nnent enpl oyees from

participating in matters that could affect their or
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their enployer's financial interest.

However, the agenda may determ ne that
participation of certain nmenbers and consultants,
the need for whose services outweigh the potenti al
conflict of interest involved, is in the best
i nterest of the governnent.

For the participation in this three-day
meeting, all of the subcomm ttee participants have
been granted general matters limted waivers for
their enploynent, professional relationships, or
fi nanci al interests in firms that could Dbe
potentially affected by t he subcomm ttee's
del i berati ons.

These individuals are: Dr. Robert
Nerem Martin Rosenberg, Roger Barr, Barry Beith,
Louis Blazy, Alexa Canady, and Curtis Dom nique
Dur and, John Fisher, Patricia Garvey, Ki nl ey
Larntz, Rhall Pope, and Ms. Elizabeth Pieterson.

The waivers permt these individuals to
participate in all general mtters before the
subcommi tt ee. Copies of these waivers nmay be
obtained from the agency's Freedom of Information
Office, Room 12A-15 of the Parklawn Buil di ng.

In the event that the discussions

invol ve any issues not related on the agenda for

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

23

24

25

235

whi ch an FDA participant has a financial interest,
the participant should excuse him or herself from
such involvenent, and the exclusion will be noted
for the record.

Wth respect to all other participants,
we ask in the interest of fairness that all persons
maki ng statements or presentations disclose any
current or previous financial involvenment with any
firmwhose products they nmay wi sh to comrent upon.

Before turning this neeting over to Dr.
Nerem | would like to introduce our distinguished
panel menbers who have generously given their tine
to help FDA in matters being discussed today and
other FDA staff seated at the table.

So we'll just go around the room and
have everybody introduce thenselves and give their
area of interest.

Dr. Nerem

CHAI RPERSON NEREM I['"'m Nerem from
Georgia Tech, professor in bionmedical engineering
at Georgia Institute of Technol ogy.

DR. CURTI S: Anne Curtis. I'm a
cardi ol ogist at the University of Florida.

DR. FI SHER: John Fisher, cardi ol ogi st,

Al bert Einstein College of Mdicine.
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DR. BLAZY: Louis Bl azy, sof t war e

engi neer from NASA.

DR. BEI TH: Barry Beith, human factors
psychol ogi st, Human Centric Technol ogi es.

DR.  GARVEY: Patricia Garvey, Vice
President of Regulatory Quality and Clinical for
Edwar ds Life Sciences.

DR.  POPE: Rhal | Pope, Vice President
of Research and Devel opnent, Deltec.

DR, LARNTZ: Kinley Larntz. I'm a
statistician, professor eneritus, University of
M nnesot a.

MS. Pl ETERSON: Beth Pieterson. ['m
Director of Medical Devices, Bureau of Health,
Canada.

DR. DURAND: Dom ni que Dur and,
prof essor of biomedical engineering, Case Wstern
Reserve University.

VI CE CHAI RPERSON CANADY: Al exa Canady,
pr of essor of neur osur gery at Wayne State
Uni versity.

CHAI RPERSON NEREM Okay. well, | want
to again wel come everyone who's joined us for this
public session.

| am chair of this subcommttee, and
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Al exa Canady is ny co-chair, and | would like to
note that for the record, and that we constitute a
guorum as required by 21 CFR, Part 14.

We are now in the open public hearing
session of this neeting, and | would ask at this
time all persons addressing the panel conme forward
and speak <clearly into the mcrophone as the
transcriptionist is dependent on this neans of
provi di ng an accurate record of this neeting.

W are requesting that all persons
maki ng statenents during the open public hearing of

the neeting disclose whether they have financial

interest in any nedical device conpany before
maki ng your presentation to the panel. In addition
to stating your nanme and affiliation, please state

the nature of your financial interest, if any.

At this time is there anyone wishing to
address the panel? |1'm |l ooking for a show of hands
of individuals who m ght wi sh to address the panel.

Was there a hand?

, I"'msorry.

DEM AN:  You're FDA?
YOUNG. |'m from NTEU

DEM AN:  Okay.

> 3 5 3 8

YOUNG Wel |, good afternoon. The
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first thing 1'd like to do is thank all of the

menbers of the panel because you really do a great
service, and we really appreciate it.

We basically need all of the help we
can get, and anyone who can help us do our job nore
efficiently, make this a better place to work, and
i ncrease the degree of consuner protection we offer
to the Anerican people certainly are wel cone.

| sat for 20 years as a trustee of the
Jackson Labs up in the, as they say, Bar Harbor,
Mai ne, and, you know, they're outside panels, and I
hear with the work they do, and it really does
contri bute.

VWhat 1'd like to do today is | know we
have a neeting schedule tonorrow at two o' clock,
but you're leaving at 2:45, and if you've seen the
traffic out here, you' re probably scared already.
So what | want to do is just give you sone
background nmaterial on the information on the
union, and | want to try to find out what you
really want to hear about because it's easier to
speak to you or address, you know, whatever concern
you have if we know ahead of tine.

It's like you guys are all nedical

devi ces. So it's like putting off an X-ray, a
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chest X-ray. You tell the radiologist, you know,
"What is this?" They'Il just describe it.

But if you have a particular problem
when you give it to them they have a much easier
time trying to help you out deciding what a
particul ar patient has.

NTEU is a federal union. It has been
around for about 60 years. It's mainly Treasury
enpl oyees because that's where it got started. So
the bulk of the menbers are in the IRS and U. S
Cust ons.

About ten years ago, this Union began
organi zi ng outside of Treasury, and that's how FDA
happens to be in a union that's nostly Treasury
enpl oyees.

The chapter here at FDA headquarters is
call ed Chapter 282, and we represent the enpl oyees
in headquarters in the Wshington, D.C  area.
There are approximately 4,000 enployees in this
unit.

The national union, the union overal
represents about 150,000 federal enployees. Sonme
people are interested that we actually have unions
in the federal governnent, but actually federal

unions represent nore than half of the federal
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enpl oyees. So over one and a half mllion
enpl oyees.

So the purpose of having the unions in
the federal sector is the sane as it would be in
the private. Hopefully what wll happen is by
havi ng the enpl oyees contribute to what's goi ng on,
meani ng not the nmanagenent of the enterprise, but
at |l east the operation of it, basically everybody
cones out with a better product.

This union has been certified for four
years now, and our contract was signed about a year
and a half ago. So we're really just getting
started. There was never a union before at FDA in
headquarters. We've had wunions outside in the
field offices, such as the districts or the
regi ons, but not here. So everybody, meaning FDA
and the enployees who are just getting started
wor ki ng t oget her.

So if you can indicate to me kind of
what you're interested in for tonorrow it would be
just easier for us to try to address it.

CHAI RPERSON  NEREM You' ve tal ked
already to -- one of your coll eagues, Cathy --

MR,  YOUNG Cat hy Hobbs, one of our

Vi ce Presidents.
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CHAI RPERSON NEREM Yeah, right. I

think we view the enployees of FDA, the staff of
FDA as an extrenmely inmportant part of the whole
activity as we think about the future and think
about how FDA can not only continue to do the job
it's doing, but enhance its activities, issues
related to staff support, career paths, processes
that are in place are inportant, and so that's why
we reached out to have a conversation with you and

ot hers that you m ght choose to have joining you.

MR.  YOUNG: Ri ght . Well, tonorrow we
have sonmething like 20 Vice Presidents. They're
nostly organized along unit |Iines. So there are
four in Drugs, for exanple, and three, | think, in

CDRH.

Actually 1 work in Drugs,a nd so Cathy
is one of the Vice Presidents, and Joy Lazaroff is
the Executive Vice President for the entire
chapter, but actually the both of them are CDRH
enpl oyees.

CHAI RPERSON NEREM It would be good if
they were there. VWhat |'m | ooking for is neeting
the 20 people, but a small group of three or four
peopl e.

MR, YOUNG: Ri ght . Ckay. They' re
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going to be here tonorrow

Let me tell you just a little bit about
t he federal enpl oyees under --

DR. BLAzZY: If | could anplify --

MR. YOUNG = Sure.

DR. BLAZY: -- you asked a question
about what we would be interested in. What are the
issues from the union's perspective in terns of
your priorities and representing the enployees?
What are the issues that are nost domnant in terns
of | abor relations, managenent relations?

That's what we would be interested in.

This could be with regards to training. Thi s
could be with regards to promotion potential,
better work environment, office sites, a whole host
of issues that could be brought to one steward and
uni on representative as conditions of enploynent.

VWhich ones have surfaced that are
priorities to you representing your enployees that
you can discuss with us very concisely?

CHAlI RPERSON NEREM Bob, once this
public session is over, |'d be glad to neet wth
you and talk to you one on one.

MR, YOUNG Sur e. Let me just spend a

coupl e nore m nutes. Let me tell you under the
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statute, which is, you know, everything operates
under statute, i ncludi ng devices; under t he
statute, you know, there's a federal enployee. You
can have federal enployee unions. That's so |ong
as the enployees want it, nmeaning they have to
vote, and the mpjority have to vote in favor of it.

The union is going to address what are
called the conditions of work. They cannot get
into the work itself. How the work itself is done
and what the work is and how the work is assigned
bel ongs to the agency, and | think that's properly
so because they're responsible for it.

CHAI RPERSON NEREM Can we actually
tal k about this tonorrow?

MR.  YOUNG Yeah. I just thought 1'd
just spend a second on this just to frame it a

little bit for the questions.

W could only get involved in the
conditions of work. That's the work environnent
itself, and that's, | think, what you're interested

-- it sounds like the kind of thing that you're
interested in. So we'll |ook at that tonorrow.

| just wanted to draw the distinction
bet ween the work itself and the conditions of work.

CHAI RPERSON NEREM Vell, 1'm sure
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we' Il have many nore questions. So thank you very
much, and even though you're at the end of our
session, tonorrow, you know, this activity, the
commttee will be going on beyond that to wite the
report.

MR. YOUNG. G eat.

CHAI RPERSON NEREM So your input wll
be tinely. Thank you very nuch.

MR. YOUNG. Okay. Thank you.

CHAI RPERSON NEREM Is there anyone
el se who raised their hand to nmke a comment in
this public session?

There is a letter to be read into the
record.

MR. DEM AN: Yes. I'm going to
sunmarize this letter. This letter was sent by
King & Spalding, Ed Basile and Ashl ey Whitesides,
and it was addressed to Dr. David Feigal.

It says, "Urgent imrediate attention
requested.” To summarize this letter, basically Ed
Basil e was concerned that this is a three-day panel
meeting and that 22.5 hours of the neeting are
going to be closed to the public to discuss trade
secret and/or confidential information, and Ed was

unclear why we needed to have that much of 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

23

24

25

245

nmeeting closed because there's only one hour for
open public session.

W are justified in closing the
meeting, and we only had to indicate that we woul d
be discussing trade secret and/or confidential
i nformation.

The report will be presented to the FDA
Sci ence Board on Novenber 16, 2001. So that wll
be the culmnation of this subcommttee and the
report will be aired out in the public.

Okay. | think now we're going to clear
the room because this neeting, the rest of this
nmeeting will be closed to the public again. Only
previously designated individuals who have proper
identification will be permtted to stay for this
closed session of the nmeeting to discuss trade
secret and/or confidential information.

(Whereupon, at 1:17 p.m, the Open
Session was concluded and proceedings resumed in

Cl osed Session at 1:18 p.m)
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