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or the manufacturers.

Well, in‘terms of‘actual
=, it'’'s not particularly,4you know, any
aboﬁt’the samevlével. You still hévevto

a hydrophone. European manufacturers,

you know, know about it more. It means they only have

to do one set of tests they want to market in both

Europe and the
the major adv

two sets of €

put them on a

> Unitéd States;' I think‘that’s probably
antage;“ They don’t have toycomply'with

echnical specifications.

In terms of actual "technicalese," I would

par actually -- it would be hard to say

which one woluld be bettér. It would depend ﬁpon the

specific set-up that any particular manufacturer had.

I

f they had to change from one to the

other, obviously it wquld be difficult, but in an

absolute sense I really wouldn’t say that one is much

easier than another.

M

S. KAUFMAN: Okay, and in terms of

submitting the épplicatibn, they only do that one

time, right?

application t

(202) 234-4433

So whatever time is involved, it’s an

o FDA and then that’s it, right?
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hard time f£f1

M
Europe and th
M
tests?

M

issues, yes.
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R. HERMAN: Plus whateVer -~

S. KAUFMAN: I guess I’'m still having a
-guring out what the advantage is to
o with the IEC standard.

R. HERMAN:, They‘could market in the

e FDA without doing‘two sets of tests.

S. KAUFMAN: So the issue is two sets of

R. HERMAN: Well, that’s one of the major

MS. KAUFMAN: And that’s what I'm Saying,

is that testing is something that just submit one time

to FDA, right:

advantage wou

more easily t

resource inte

MS. KAUFMAN:

?

MR. HERMAN: Yes.

Okay, and then the other
1d be that IEC can change their standards

han we can. Is that another advantage?

MR. HERMAN: It might be, yeah.
MS. KAUFMAN: Okay.

MS. BARRON: For us it is because it's

nsive for us to do any amendments at all

to the mandatory standard.

(202) 234-4433
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R. HERMAN: So the more we can utilize

some other bady’'s expertise, the better we leverage

our technica
rationale.

c
D

burns, wouldn

1 expertise. I assume that’s the

HATRMAN ROTHENBERG: Yes.

R. BALZANO: In terms of preventing skin

’t the FDA methodology or measurement be

better in charactérizing the surface of the applicator

than the Euro

far field (p

pean that just looks at if you want the

honetic) and extrapolates back at the

surface? Iﬁstead you may need a measurement pretty

close to the

S
energy in cas
M
again, for a
technique is
techniqué for
effective rad
N
measured simi

the area, and

(202) 234-4433

surface of the a@plicatorﬁ

o éhould yourget aﬁ idea of the closing

e‘that the_——

R. HERMAN: .Studieé have shown that,
rsingle plané wavé transducer the IEC
éctuélly' fore aceurate  than the FDA
‘that tfansduéer in terms’of getting an

iating area.

ow, the powefs are -- excuse me -- both

larly. The intensityﬂis a function of

one might say thét the IEC is actually
 NEAL R. GROSS
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better in terms of surface skin burns because it does

limit the app

~Wn

licator to a 16 degree temperature rise.

omeone could, you know, coming up with

under the FDA -- I assume that we’d stop them if the

applicator x¢
mechanism by
from marketir
that preclud
applicator it
S
least for sur
safer, unquot
C
M
title of the
question for
mandatory to
what you;re e

think this is

willing to ta

table. We’ve

(202) 234-4433

>se by lOQ‘degrees‘C. We’d have some
which, you know, we could prevent them
\g, but there’s nothing in the standard

es a high temperature rise of the

self.

So one might say that in that sense, at

-face burns, the TEC might be a, quote,
e, type standard.

HAIRMAN'ROTHENBEQG; Jerry.

R.'THOMAS: Kind of coming backkto the
> preséntation thét John’s making, a
ybu. This is a proposal to shift from a
a voluntary,stanaard.‘ I thiﬁk really
\sking for is guidance as to whether we
a géod direction forIYOu to_be going.
'd be more ﬁhan happy if the committeé is
1ke a motion, ﬁo throw a motion on the

discussed this. I personally think this
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a. So I'm going to put the motion in a

positive way here, and that is that TERPSSC encourages

FDA to procee
me -- a pilot
with exceptio

C

C
encouraging t
specific prc
results --

M
C
similar effor
M
after we fini
one to throw
C
M
be your secor
compliance hi

is incredibly

(202) 234-4433

d with a pilot study‘to - well, pardon
program to récqgnize the\IEC standard,
nsrin the area of therapy ultrasound.

HAIRMAN ROTHENBERG: Do I have a second?

ARTICIPANT: Second.

HAIRMAN ROTHENBERG: Yes. Clearly we’re

hem with this motion to proceed with this

ject and then review with wus the

R. THOMAS:, Yes; sir.

HAIRMAN ﬁOTHﬁﬁBERG: -- ahd see whether

ts shoﬁld go fOfward in the future.

ﬁ. THOMAS:'>That ié corfect, and then

sh discussing this oné, I've got another

on the table.

HAIRMAN ROTHENBERG: YeS?

S. KAUFMAN: I’m concerned about What may

1d motioﬁ because with over 20 years of

stbry under'my'belt, voluntary'compliance

r ineffective in my experience,‘ana the
NEAL R. G,Ross
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es who need compliance the mbst are those

to comply with voluntary éompliance.

And in fact, I've had numerous facilities

come to me and say that under managed care, that they

more and more need compliance issues rather than

voluntary; that with the issue of health care going

more and more to ~cost 1issues, that unless it’s

required by 1

not allow the

are essential.

very clear,

therapeutic ¢

i ¢ .

aw or regulation, their facilities will

m to do some of the things that we think

o this motion, I just want to make it

is speCific only to the ultrasound

ilot project.

MR. THOMAS: Yeah, that's exactly right.

I think it’s important that we look at a demonstration

of this concept and get a better feeling for where the

pitfalls aré

pitfalls, but

I think wefve,discussed some of thé

I'm not sure that until we go down this

v

road a little bit further we know where all of the

pitfalls are.

(202) 234-4433

CHATRMAN ROTHENBERG: John.

R. SANDRIK: Maybe it’s just wmy
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perception, but I think we may be suffering under a

bit of a nam

ing problem here because I don’t think

it’s a matter of a voluntary versus a mandatory

standard. There will be a standard.

something. T

You must follow

he only voluntary part is going to be IEC

or FDA. So it’s going to be one or the other. 1It’s

not going to

voluntary sta

a certain amo

first presented.

MS. BARRON:

be arbitrary.

MR. HERMAN: The FDA is using a formerly

ndard as, I guess, a regulatory standard.

De facto.

MR. PLEASURE: Yeah, I have to confess to

unt of confusion in the way the issue was

It was presented as an alternative

between the FPDA’s regulatory process and the consensus

standard process, which is the ANSI proCess.

I understand
way, I'm wili

amalgam 'of

But as’
this pilot, and if I understand it this
ng to support the motion, it’s really an

1 mandatory standard and a consensus

standard in an effort to harmonize it and end up with

a mandatory
standard that

deferring to

(202) 234-4433

standard; that we’'re moving toward a

will be enforceabie.' We’'re not simply

the consensus process.
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enforceabilit

where we were

and ending ug
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nd the early slides thgt were presented
ayconsensus pfécess and the 1éck of‘legal
y, and so I initially thougﬁt that’s
gding in deférring to an ANSI process

y -- but, in fact, as I understand it,

there’s an effort to harmonize the two and end up with

a mandatory s
I
support it as
M

using the dev

- did not have

looking at so
C

on that now?

ahead with th

—

o~

votes of thos

(202) 234-4433

tandard.

f that's correct, then I think’vaould
a pilot. | |
S. BARRON: I would say; in essence, by
ice authqrities, that’s correct. If we
the device aﬁthdiities, Qe would be
me other altefnativé, yes.

HATRMAN ROTHENBERG: Could we have a vote

All those in favor, and this is to go

is pilot project; all in favor?

Show of hands.)

HAIRMAN ROTHENBERG: Opposed?
No response.)

HATRMAN ROTHENBERG: Okay. I see no no

e present.
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here where tI
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Now, you said you had a second one?

R. THOMAS:  I(ve got a second issue; and
Lbn goes on the table, really what I’'m
rend to less prescriptive standards, and
Lookiné kind of at a broad brush issue

he FDA is saying we would like to set

limits with tolerance levels( but we don‘t want to

specify how one gdes about measuring those, but to use

established

protocols by recognized authorities,

whether they be the AIEC or whether they be

professional

- activities for measurements of the

established standard.

a

urrently we have a number of standards

within the regulations that are quite prescriptive.

They give a value, and then they state how it is to be

measured. One of the problems we have within the

United States is changing that process easily.

The IEC, because it’s regularly reviewed,

and other professional standards bodies allow that,

allow recognition of new technologies and new

measurement

methodologies as ways to

evaluate

compliance with a standard.

(202) 234-4433
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$o when I think about what we télked about
yesterday, we talked about these'personal security
scanners where we;re looking at the establishment of
new regulations. This might also be -- and I want
before we séy anything just to'diSCuss it in general
-- this may be also anéfher area whéré development of
a standard throﬁéh industry of what the performance of
those devices should be. Should they ‘be ten
micrograms? Should they be 25 miCrogram? you kﬁow?
Where should those numbers sit?

1 think that was one of:those -- you kﬁow,
those type of limit numbers was what they were locking
at. So I just throw that out for general thoughtsr
before I thréw a motion’§n’£he‘table and get shot
down.
GCHAIRMAN ROTHENBERG: Any comments from.
the Committeeé Yes, John.

IR.TSANDRiK;  I think part of this goes
back to probably'thé first talk where you mehtioned
getting the :ohsensus of the stakeholders involved,
and I think that’s one of the important aspects of

this.
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comfort aspect.

current perfc
standard. |He
know with soﬁ
manufacturing
that because
do to show co
0
says 1is, "He
figure out h
level of disc
what'’s going 
if you have,
you’re loockin
the stakehold
Standard what
show complian
say, "Yes, we
show this."

all sides.

(202) 234-4433

111

ou know, from one side there’s the
When you look through some of the‘
>ymance standards and say, "Here's the}
re’s how compliance Will be tested," I
e iﬁteractions vae had with some of our
people, they feel Vefy comfortable With
it'tells thém exactly whatvthey have’to

mpliance, and that’s comforting.

n some other regulations where all it
re is the required performance. You
ow to show that," there’s a very high

>mfort under that because we have no idea
to be acceptabl; and what'’s not;

b}I think, again, from this point of view
say; ﬁhé @erformaﬁce requirements thaﬁ
g fﬁr and then through inté;action with
ers yoﬁ just séy IEC Standard XYZ, ANSI
éver.v These would be éééeptéble wayé to

ce with this, and people buy in, and they

> agree that this is a good standard to

I think it maintains the comfort level on
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<

ou’ll probably' be able to aim the

regulations towards the most important aspects of what
needs to be attended to, and those who have to do the
can use methods that work best for them,

everybody sort of converging towards-something that

works for bot

including all

to get that c¢

M
occur in a va
opportunity,
and, as far
opportﬁnity f
A
need to inclu
So I don‘t th

that it does

h sides.
ut I think, again, it’s a matter of
those parties who are involved in this

onsensus built.

CHAIRMAN ROTHENBERG: Cass?

S. KAUFMAN: Well, _regulations don't
cuum. I mean there’s é huge, you know,
I think, certainly at ;he federal>level
as I know, iﬁ every state program, an
ér comment including industry.

nd any smartyfegﬁiator knows that you
de indﬁstry when ybu write fegulations.
ink that it déeSﬁ't occur now. I think

occur, that there is communication.

I agree with the comment that a lot of

manufacturers -- and I can tell you at a lot of

facilities also -- are much more comfortable with more

(202) 234-4433
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exactly what
de, and one
regulators ar
different i
inspectors, 4
the co

are,

enforcing the

4

a case-by-ca
looking at,
prescriptive
othér materisa
of a general

it one way o1

¢
aspect of Joh
the printed a
maybe have th
discussed wit

in the game.

(202) 234-4433
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’regulations because it does tell them
they have to do, what they don't havé to
of‘}the most common complaints we as
1d coﬁpiiance‘peoplé get has to do with
dterpretétions and variables amongst
ind the more‘presCriptive the régulatioﬁs
néiéﬁency -and unif@rmity you have in
Sse regulationsf
think that the iss?é is bést handled on
se basis,» énd it depénds what you’'re
YOu know, how apprépriate it is to be
‘and how appropriate’it,is to reference
gls.‘ I just don’f think you can make kind

statement that it’s always better to do

~ another.

I think it’s a case-by-case issue.

.UATRMAN ROTHENBERG: I think maybe one
n’'s comments is bybphe time things get to
nd cbﬁmént stage, yéﬁ don’t always get to
e full‘input that yéﬁAwould if thingé aré

h appropriate parties at an earlier stage
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reg.

DR. LOTZ: I was just going to reinforce

about the case-by case basis, but maybe

even with a little different angle that the case by

case depends as much on what the technical quality is

of the protential consensus standard that vyou're

dealing with
describes the

forth.

in terms of whether it adequately

procedures, the instrumentation, and so

And ’i'm thinking that there will be

situations where it might be very desirable to use the

consensus standard for those procedurés, but you just

look at it and say, "It’s not up to what we'’re looking

for in this ¢
have to say,
going to use

par."

would put it

evaluating wh

(202) 234-4433

ase," and so in a case like that you’d
"Yeah, there exists one, but we’re not

it because it’s just not up to level of

So if that’s the case—byfcase aspect, I

even more on the technical 1level of

at the options were.

CHAIRMAN ROTHENBERG: Yes.

DR. BALZANO: If I can echo what Greg just
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said, I hope
FDA or for CE
technical asg
people, fewer
in which the

not to the

something ths

industry or t
end up with

been sufficié
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that this doesn't.beCOme a way for the
RH té somewhat estrange’itself from the
>éctsrbecause‘you’re going to have less
funaingz ”Relyiﬁg on technical standardsb
FDA has had very few inpuﬁs is ceftéinly
advantage of the public, and this 1is

t we’'re really very much concerned.

Normally if you just leave it to the

hat sidevof the stakeholders; you might

technical methodologies that might have

nt as Greg allowed.

So, again, the input and the active

participation of the FDA in this standard setting,

volatile sta

ndard vsetting efforts, ‘should be ’as

intense as necessary for the promulgation of technical

standards that do make sense and protect the public.

CHAIRMAN ROTHENBERG: So where are we with

regard to a motion?

MR. THOMAS: That’s always tough. Can I

make another cbmment? And then I’ll try‘to figure out

a motion here.

Cass and I share, I think, a similar
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concern. Vol
somébody sas
personally.”
Commission an
and quite fra
to go to the
not required,
A
the mindset

standards t
standards, t

technical exp
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untary standards ténd only to work when
7S, "Yés, that makes sense to me
i’vekseen changes‘in the way the Joint
d hospitals are establishing stanaards,
nkly,bthe end users and people are gding
lqwest common’dehomiﬁator; and if it'é
they’re not going to'ab it
,éoncern that I have additi;ﬁally is with
shift from mandatory prescriptive type
o less presé:ipﬁive 'and voluﬁ;éry'
hat requires to ﬁonitor compliance

ertise. I’'m not concerned not only with
) *

the HHS organization, but also with the DOD

organization
expertise in

across the fe

n

and, frahkly, the loss of that technical
the next few years. We’re seeing it
deral sector, not just within the CDRH.

o with that as a general background

statement, what I want to do 1is to try to word a

motion that encourages the center to reCognize"that

voluntary sta

may be a prokt

n

(202) 234-4433

ndards, although nice administratively,
lem.

o the motion I’1ll state in the following
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way, and that is TEPRSSC strongly encourages the CDRH

to critically evaluate any voluntary standard to

assure that‘

they have the techniéal‘competence over

the long period of time to assure compliance with

those voluntary standards or voluntary standard bodies

that they may identify as being acceptable standards

to the FDA.

on the motion.

vague motion?

FDA to carefully consider ‘the

prescriptive

CHAIRMAN ROTHENBERG: Do we have a second?
MR. THOMAS: It’s going to die.

MS. KAUFMAN: I guess I'm not quite clear

Could we narrow --

MR. THQMAS: Would I be more crisp in my

PARTICIPANTS: Yes.

MR. THOMAS: Okay. TEPRSSC encourages the

movement from

to less prescriptive standards and the

adoption of voluntary standards without assuring the

-- pardon me

the FDA to cr

]

Back up.
"EPRSSC encourages, strongly encourages

itically evaluate the proposed‘changes to

the regulatory proceSs from ?rescriptive to voluntary

(202) 234-4433
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Yes.

I would just
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MS. KAUFMAN: 1I’1ll second that.

CHAIRMAN ROTHENBERG: Further discussion?

MR. PLEASURE: Yeah, I support that, and

like to say one point that I don’t think

has been made in support of that concept, and that is

that this dev
as I understa:
proposed rul
American puk
participate’i
doiﬁg this ¢
perhaps, but
carefully wat
A
direction.whb
that thenregu
a move to a 1

chairman or cl

'ice that’s being uséd on a pilot basis,
arid it, avoids the ANPR process and the
emaking\proéess, which means that the
lic doeén't‘ have an‘ opportunit?' té
ﬁ this harmonizatioﬁ process. So we're
s a pilot, recognizing the necessity
I’would say on baiance‘that it should be
ched!

nd T don‘t think that moving in this
lesale will serve fhé purposes of the act
lations are intended to implement. It is
vote for thé'American péople'by an ANSI

hairwoman, and the Federal'Administrative

Procedures Act is comforting in many ways and provides

opportunity,

(202) 234-4433

for example, érganized labor representing
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introduction

expected to
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ho may be affected adverseiy by

of certain machinery that they’ll’be

use, others who are not adequately

represented dlways in the ANSI process, and have an

opportunity through a notice of a proposed rule to

formally participate if they choose.

showing a gre

FDA in watchi

So I think actually this Committee is

.t deal of confidence in the staff of the

ng closely how this develops and whether

in the long run it will serve the purposes of the act.

Yes, John.

DR. SANDRIK:

CHAIRMAN ROTHENBERG: Any other comments?

I guess, you know, some of

the details have to be worked out, but I guess, you

know, it may not be clear that we are moving away from

that process necessarily. I mean part of the proposed

rulemaking could be that the rule is we will have this

FDA stanaard

the tests or

or this IEC standard, which will be how

whatever shall be done.

That would still be published. People

would still have the opportunity to comment on that,

I would suspe

(202) 234-4433

ct, but it’s true they would not have had
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the input on
of that stand
have the opp§
they found t
safety.

M
this proposal
that will not
final rule, f

process that

because I kno
this discuss]
that the fed
place for ult
safety featux
i
device éuthc
authority anc
that happens
they’re not ¢

get kicked

(202) 234-4433
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ﬁhe‘IEC'side of things in‘thé formation
ard, but I would suspect they Would still
#tunity tb, say, speak out againSt it ifv
hat it was not protecting the ’pﬁblié
R. PLE‘AYSUR‘E: If I may, as I understand
;'we are'using an administrative proceés‘
follow the usﬁal ANPR and publishing a
“hat we’re using’anothervadministrative
will Shortcut that; is thatvcorrect?k
R. ‘SULEIMAN: | Letv me try to clarify
w I’m going’to have to interpref a lot of
lon subsequently. My undérstanding is
eral performance standard is still‘ih
rasouﬁd diathermy} So that performance
e is still in play.
e will be exercising some of our medical
fity to exempt under the radiation'
i adopt‘this document that’s out there
to be a voluntary IEC standard, and if

omplying, we can exempt it, and it will

back under the mandatory performance
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standard.

S

mandatory versus voluntary.

versus nonpre
T

ig referring
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5 it really-iSnft very simple. It’s not
It’s not prescriptive
scriptive.

he other issue that‘I think thn Sandfik

to is conceptually is it opting for the

mandatory safety related features of this Advisory

Committee on t
then not going
terms of wriﬁ:
to be, you kn
difficult to
becéuse it’'s
routine basis
committees a
frequently an
meet the meas

" A
but how that
done is up to
H

clarified?

(202) 234-4433

he Radiation Safety Act, using that, but
7y into a Very éreScfiptive definitioh in
lng a pérformgnce staﬁdard ﬁhat is going
ow, 50 pages iong that may make it more
amend, you know, on a routine basis
. T .

difficult to amend this thing on a
, buﬁ then4defér ﬁo,thé IEC or othef
nd docgments that are updatéd more
d juét sort of adopt those as ways to
ure.

hd so you come up with a safety number,
number is derived, how that testing is
-- is not spelied out.

ave I confused things or have I
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Chairman.

here on a pil
opt for an Al
will not go t
be an opportt
industry thaj
exemption fro
it’s mandator

with exceptic

rulemaking pz
you have t}
interesting a

that I mentic

meetings to b
IEC. I mean,

So the only

(202) 234-4433

MR. PLEASURE :

N
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Well,‘ if I may, Mr.

CHAIRMAN ROTHENBERG: . Please.

MR. PLEASURE: There’s a device being used

lot basis to provide a new exemption to
JSIisﬁandérd with limitatibns, and.that
hrough a r@lemaking pfocess. There will
nity with pérhaps public notice to the
:Jthey have new oppbrtunity to‘get an
m the FDA standard w;th limitations, and
y that they then follow the ANSI Standard
ns ésrhoted,
o 1it’s an opening to go around the
ocess through an exemptién précess that
e authority to exercise, and it's
nd I think it still has the policy issues
ﬁed as an issue. |
HAIRMAN ROTHENBERG: Yes.
R. BALZANO: I’'ve been to too many IEC
e really cbmfortable iﬁ the acceptangé of
I'Ve got a>réa1 problém with that one.
thing I can add to the comments of my
NEAL.R.G““DSSv )
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colleague is
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that the CDRH continues the utmost

attentive technical vigilance in any of the IEC

actions because otherwise, again, the protection of

the final user, which is the patient, might be lost in

the process.

C
to vote again
W

approval for

've seen that happen too many times.
EAIRMAN,ROTHENBERG; Okay. Are we ready
bn this? |

é've‘ already aéproved dr reéommendedv

the pilot project. Now we’re talking

about utilizing or safeguarding the process that’s in

existence and
other project
from the pilo

A

C
like we have
I want to

presentation.

I

(202) 234-4433

just urging cauﬁiQn in proceeding with
s like this until’wé kndw some results
t project.

li thoée'in favor‘éf this proposal?

Show of hands.)

HAIRMAN ROTHENBERG: Okay, and it looks

a unanimous proposal.

So that is the last item on our agenda.

thank you two for your excellent

I guess that’s the end of our agenda.

just wanted to,'with the help of our
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recommendatio

Executive Sec

loocked at.
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retary, review some of the things we’ve

We looked at the laser performance

proposals, and’we’Ve basically cdncurred with the

recommendatio
O
with certain
not with othe
W

some of the =z

there should
A
that’s not ¢
standards, bu
for that in t
on some data
survey.
A
on the commit
up in our fut
for the next

this?

(202) 234-4433

hs’there.

n the sunlamps, we recdmmended_proceeding
of the suggestions frdm the center and
rs.

ith people scanners, we just reviewed
1¢tivities going on in pﬁtting_tqgethér
ns, and we still havé to aecide‘whéther
be a standard‘at some point.

nd CT fluoro, we waﬁted to maké sure
oupled in and holding up the fluoro
t we might want to recommend éome things
he fpture-once part of it will be based

that hopefully we’ll get from the next

re there other future issues that anyone

tee would like to recommend that we take
ure meetings, things to keep an eye on

agenda or other comments relating to

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

WASHINGTON, D.C. 20005-3701 www.neairgross.com




10

11

12

13

14

15

16

17

18

19

20

21

22

DR. BALZANO:
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Yes.

You can expect in the

immediate future an explosion of electronic devices

emitting RF i
tooth (phonet

known elecrt

"intranetting"

area that you
future to hav
cellular tele

RF communicat

the telemonit
an explosion

and,

telephone cau

.

n the house. The technologies ha&e blue
ic)vthat allows’at a'aistaﬁée which are
ro—domesticé and all softs of dévices
(phonetic) the house. If there is an
} can‘expeéﬁ in'the next véry, very near
é an eXplosién similar to the one of the

phones, it is, indeed, the technology of

ion between devices in the house.

You're seeing somewhat of a glimmer with

oring for cardiac and so on. I suspect

coming there in the market for the house

therefore, a personal interest.

So in case that you see the cellular

ght you by surprise, this may be another

case where there 1is an explosion in five or six

months.

keep this in

agenda,

(202) 234-4433

CHAIRMAN ROTHENBERG: Okay. So we should

mind for next year’s or next meeting’s

whenéver that will be.
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Yes, Cass.

MS. KAUFMAN: NQw, the number one issue

that came before FDA on the reengineering had to do

with accelerators, and so I'm wondering if FDA might

think at our:

next meeting about presenting us with

what their plans are for addressing that issue as it

was raised as the number one issue.

analytical X

And the second thing had to do with

-ray equipment used in the industrial

setting because I don’'t believe FDA régulates that

right now. TI
those wunits
injuries to

considered as

ey just have cabinet X-ray, and in fact,
often results in some very serious
L]

workers, ‘and so that might also be

a presentation by FDA, is whether or not

they have any plans regarding analytical X-ray

equipment. .

think it was
the change th

area of direc

copy reading.

(202) 234-4433

CHAIRMAN ROTHENBERG: Any other proposals?

MR. THOMAS: Looking on the other side, I

the top 6ne on the right-hand side, is

at we?re’seeiﬁg in mediéal imaging in the

t digital detectgrs, teleradiology, soft

It's éll kind of wrapped up into that
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one that was

column.
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‘adjacent to accelerators in the other

We’ve got, I think, in the next two or

three years tremendous téchnology that is using the

electromagnetic spectrum in ways that we’re not

currently using it that probably it might bé just a

good idea to

and the

have here’s an overview of the futures

directions of what’s happening in the

electromagnetic spectrum so that the committee has a

feel for what

areas might, indeed, become significant

public health risks.

suggestions?

CHAIRMAN

MS. KAUFMAN:

ROTHENBERG : Any other

Well, I'm just wondering

with some of these issues on the table. I don’t know.

Maybe this c¢

just annually.

«

meet.

least for s

mentioned the

(202) 234-4433

DR. SULEIMAN:

cmmittee needs to meet more often than
If necessary, you could
"HATRMAN ROTHENBERG: It sounds like at
ome of the propoéals that were just
.re won’'t be information really to deal
_ NEAL R. GROSS
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with, let’s

possibly within a vyear.

128

say, in six months. It’'s going to be

So unless there are more

pressing items, I guess we can always -- what is our

ability to call a meeting?v

or not, you

have --

through the £
all, I think
comﬁitted tha
If we need tg
doing that, t
sake of meeti
1
it’s less th
requirement t
the issues ma

M

meeting more

(202) 234-4433

DR. SULEIMAN: Well, whether you remember

only met here six months ago. So we

Laughter.)

MS. KAUFMAN: This is our annual meeting.

DR. SULEIMAN: When the Committee had gone

ive or six year hiatus of not meeting at
< senior center.,mahagement felt very
t as a minimuﬁ it would meet annually.
> meet more frequently we’re capable of
out we don’t want to meet just fér the
ng.

think the issues.éhouid be driving. If
anAoncé a year,’it's going to be the
o go ahead‘and‘meet énce a year, but if
ndate it, we’llymeeﬁymore frequen;ly.
Well, ohe advantage‘ to

S. KAUFMAN:

frequently is it does drive FDA to
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perhaps move
these issues
coming up and

on.

frequent meet
need to. I'm

consider.

don’t know wh
analytic. It

that we just

129
a little bit more quickly on some of

if they know that there’s a meeting

we want to hear a report on what'’s going

So there is an advantage to having more

ings. I’'m not suggesting that we always

just saying that it’s something we might

For example, on accelerators, you know, I

at, if any, work FDA has already done on
- may be that work is already in progress

haven’t heard about, you know, that FDA

might be prepared in six months to report back on.

But at any rate, I do know that a lot of

work takes place just prior to the meeting, and so the

more frequent

the meetings, the more impetus there is

for FDA to work on some of these activities.

or suggestions?

I

CHAIRMAN ROTHENBERG: Any other comments

think we’ll have to keep this in mind,

but I don’t think there’s anything we can specifically

point to right now to --

(202) 234-4433
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(202) 234-4433

.M
I just wanted
the presentat
Dr. Suleiman’
think it was

was -- well,

FDA.

C
my first mee
certainly waﬁ
Dr; Suleiman
making thisi
through quite
So thank you

I
Orhan haé any
D

guess I will

minimum. I

functioning v

130

S. KAUFMAN: Oh, I absolutely agree.

HAIRMAN ROTHENBERG: Yes?

R,'PLEASURE: This is my first meeting.
to comment on the very hiéh quality of

ionS} thé wd;k of the’Chairman, and with
s help.for a new member éoming on. I

aAgreai experiencé fér me, and I hope it

we'll see -- I hope it will be useful to

HATRMAN ROTHENBERG: Well, this was also
ting, and coming in as the Chair, I
t to thank all of you on the Committee,

all of our CDRH and FDA people for

jrun ‘0 smoothly, ‘and I think we got

a bit, and we accomplished quite a bit.

all vefy much for your coéperation.
think at this point, I guess, unless

‘closing remarks,‘we can --

R. SULEIMAN: No, the only -- well, I

make a closing remark, but kéep it Very
ﬁhink ﬁhe essence of the Committee

vell 1is erting quality people on the

| NEAL R. GROSS
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pretty soon
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Committee, and we’ve been very pleased with you as

Committee members.

I
we’'re not goi
have everybod
everything go
in a year, bt
term. So n

breather.

'm also pleased to say that next yeaf
ng to lose anybody. So we’re going to
vy coming back intact. The way we have
ing is we’ll be rotatiné five people off

it we’ve got everybody with a four year

ext year we take a little bit of a

nd we will have a meeting internally

to discuss what happened here at the

meeting, and at that time we’ll make an assessment

whether we ne
meeting. Tha
"Let me go 1
date."

I
thing, but I
assume I woul
not.

B

some issues t

(202) 234-4433

. ¥ .
ed to have or when we’ll have the next

t target date was just one that I said,

nto the meeting and have some target

'm sure I would have checked the CRCPD
ll check if there’s a conflict, but I

ld have, but I'll find out if I did or

ut if we need to meet early, if there are

“hat WOuld‘requife the Committee coming
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earlier, we’l
one day meeti

that’s fine,

132

1 seriously consider that. It may be a
ng to discuss some specific issues, but

and I think thisv committee 1is very

instrumental in the reengineering activities as well.

We're not

necessarily driving the

Committee as much as the Committee may be driving us.

So I think t!

terms of the
T
C

you all. I g

—~

the above-ent

(202) 234-4433

précess.

hat’s really ail I have to say.

HATRMAN ROTHENBERG:A‘Okay.“kWeil, thank
uessvthis meéting is now adjourned.
Whereupon, at 11:39 a.m., the meeting in

itled matter was concluded.)
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