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P-R-OCEEDI-NGS
(8:36 a.m)

MR. CAMPER:. (Good norning, |adies and gentlenen.
| am pl eased to wel cone you to Rockville, Maryland and to the
NRC headquarters for this public nmeeting of our advisory
commttee on the nmedical uses of isotopes. | am Larry Canper
| am the chief of the Medical, Academ c, and Commercial Use
Safety Branch, and | am the designated federal official for
this advisory commttee neeting.

This meeting -- this announced neeting of the
advisory committee is being held in accordance with the rules
and the regul ations of the General Services Adm nistration and
t he Nucl ear Regul atory Commi ssion. This nmeeting was announced

in the Federal Reqgister on the 25th of Septenber, 1995, and

that notice stated that the nmeeting will begin at 8:30 a. m
and we're just a little bit |ate.

The function of the advisory conmttee is to
advi se the NRC staff on issues and questions that arise in the
medi cal use of byproduct material. The comm ttee provides
counsel to the staff but does not determ ne or direct the
actual decisions. The NRC solicits the opinions of counse
and val ues the opinions of this conmttee very much.

The staff requests that the commttee reach a
consensus, if possible, on the various issues that will be

di scussed today but al so values stated mnority or dissenting
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opi nions. And we ask that you would clearly articulate those
di ssenting opinions as we discuss the specific agenda itens.
Qur agenda today is once again full and |I would request that
you nmake your comrents specifically germane to the topic under
di scussi on and make them as succinct as possible so we can
conduct as nuch busi ness as possi bl e.

As part of the preparation for this meeting, |
have revi ewed the agenda for nenbers financial and enpl oynent
interests. | have not identified any conflicts that based
upon the very general nature of the discussion that we're
having at this tine. Therefore, | see no need for any
I ndi vidual to recuse thenselves fromthe discussion. However
if during the course of our business you determ ne that you
may have sone conflict, please state that for the record and
recuse yourself fromthe discussions.

What |'d like to do at this point before
i ntroducing the commttee nmenbers for the record and so forth
is allow Dr. Donald Cool, the division director for the
Di vision of Industrial and Medical Nuclear Safety, to nake
some comments under the director's comments.

DR. COOL: Thank you, Larry.

" m pl eased to wel cone you back once again for
anot her neeting. For sone of you, it was just |like you were
just here. Over the |last few weeks, there were a nunber of

subcomm ttee activities working on various nodul es and
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activities related to sone of our training. | was very
pl eased that the ACMJUI was able to undertake that sort of
endeavor and get into sone of those details and provi de us
sone assistance with that. So let ne express ny thanks to you
for those special efforts and the work that was done.

| know one of the questions that was rai sed at
that tinme or by sonme of those subcomm ttees was how does this
now then fit into the overall structure with where the office
of Nucl ear Materials Safety and Safeguards is headed in terns
of regul atory gui dance and that process. You have probably
heard at | east runor and i nnuendo, if not nore so, associ ated
w th what has turned out to be a nassive undertaking on the
part of nmy staff to essentially re-engineer the |icensing
process for materials licensees. At a first, very superficial
| ook, that seenms, well, relatively sinple. You go in and see
what you're doing now. You see how you could do it better and
you go and institute those changes. Unfortunately, as with
all things, it's not nearly that sinple, although we have been
continuing to nove through a rather substantial process which
will continue over the next year or so.

One of the pieces of that process is a division
of the whole way in which the gui dance system that we use and
put out for |icensees and ourselves to use is formatted and
organi zed. In sone cases, it will also result in new guidance

or changes to the guidance that exists there because of things
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whi ch are outdated, things which have been hanging around in
drafts for long periods of tine, and a variety of
circunstances. That process is ongoing and in fact | wll

| eave from here to go and neet with a nanagenent review team

of NRC managers fromthe regions and headquarters that will be
reviewing the efforts to date on that |icensing guidance
activity.

One of the things we have attenpted to do is to
build into that whol e devel opnent process and outli ning
process a safety analysis of the system The NMSS gui dance
for materials has grown up over a long period of time, 20 to
30 years. And with anything that sort of grows and evol ves
over the course of time, you get sone interesting
di scontinuities and otherwi se. And so we undertook a
systematic analysis of the safety inplied by the guidance
activities and have now integrated that in the outline.

Fundanental |y, the new gui dance will deal with
two areas. That kind of information which all, or at |east
substantial segnments, of the licensee community needs to know.
Fundanentals with regards to radiation protection. How to
apply for a license. Securities of materials. Some of those
sorts of things. And then fromthere, nove into specifics for
particul ar classes and types of licenses. So you can
envision, and | don't care whether you draw the pyram d upside

down or right side up, but noving fromthat which is very
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general to that which is very specific such that if you are a
particular |icensee, and I'I| pick radi ography just to stay
out of any of the groups that are here today. But if you were
a radi ographer and you asked the NRC, what do | need to know
about this particular license. O, if you were going to do
nobi | e brachyt herapy, or if you were going to intervascul ar
brachyt herapy, or any of a nunber of things that you have on
your agenda today, you would be able to extract fromthat
general and specific guidance that particular |ist of things
that was directly applicable to you. W hope to have it al
done el ectronically.

As a result, the efforts that you folks did in
t he subcomm ttee, and the ongoing efforts with a nunmber of
these nodules, wll fit, | believe, very nicely within this
pattern because those are in fact the detailed specifics that
will apply to any little particular class of |icensee
activities, and be dependent upon the other nore general
i nformati on which other people need to know.

| wanted to provide you with that brief synopsis.
Later this afternoon we're going to be talking a little bit
nore about the re-engineering effort in general. But it is
t aki ng consi derabl e anount of effort and tine.

There are a couple other things that | just want
to sort of note to you and then | et you proceed on your way.

You have a couple of topics on the agenda that | believe are
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particularly inportant. One of them dealing with enmerging
technol ogy and use. That is, the intravascul ar brachyt herapy,
whi ch rai ses a nunber of questions with regards to ink packs,
appropriate supervision, training, experience requirenments,
and otherw se for kinds of activities and perhaps kinds of
i ndi vi dual s who have no previously been using sources, at
|l east in this particular type of nodality for treatnment. So,
that is sonmething which | think bears consi derabl e degree of
attenti on because we are still on the front end of it enough
so that we do not have to catch up. W can actually stay even
with the power curve in this particular case.

One of the other things you have on the agenda is
a di scussion associated with medical consultants and how t hose
consultants work in particular circunstances, what kinds of
information that we m ght be looking for. And to try and get
some clarity with what |1've discovered over the past six
nmont hs tends to be not necessarily very clear. And in fact,
woul d al nost | ead you to believe that in order to be able to
do your job you had to deny the request to act as a consultant
because it was of relatively mnor significance. Rather than
maki ng the statement for the record that based on the
information that you had, this was of m nor significance and
being done with the job. It's a very strange perception
al t hough maybe perhaps you get to the sane end point.

And so, | think that discussion in terns of how



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

10

you function as consultants, both you here on the ACMJl and of
the other consultants that the agency retains for use in
specific nmedical situations. That will be a very interesting
di scussi on and hopefully we can get a little better clarity
With regards to the sorts of things that can and shoul d be
done and the proper way to represent what was acconplished in
that sort of thing.

Lastly, | want to sinply mention the incidents
t hat have been going on over the past few nonths. They are
obviously not nedically related in the sense that they involve
the treatnment of a patient with radi oactive materials for
di agnosi s or therapy. However, | believe that what will conme
out of all of the efforts associated with the NI H
contam nati on event where a female individual who was in fact
pregnant at the tinme received internal contani nation of
phosphorus-32. There's been a great deal of publicity just of
| ate associated with that and an event which the conm ssion
found out about just this week which was very, very simlar at
Massachusetts Institute of Technol ogy. Again, phosphorus-32
i nternal contam nation. Amunts of material at or very close
to the regulatory limts for occupational exposure. Raising
gquesti ons associated with the appropriateness of the rules and
gui dance that we have in place for security of materials. For
functioning and authorities of radiation safety officers. For

reporting and record keeping requirenents.
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And | bring these to your attention nostly for
your information because there may well be a ripple effect
t hat goes well beyond the sinple broad scope license. Mst of
t hese broad scope licenses are |liable to have medi cal problens
associated with the problens -- prograns associated with them
as well as, perhaps, research reactors and other activities.
And so, | would like you to at | east have that in the back of
your mnd. If there is input that you mght wish to nake at
sone point during the conference, we'd be happy to receive
t hat .

| have a minute or two to answer questions and
try to keep you on schedul e.

Barry?

CHAI RMAN SI EGEL: No specific questions. |'m
quite interested in your |last comment and | wonder what we can
do to keep you all fromover reacting. Because | amvery
concerned that extrenely stringent security nmeasures in
reaction to what appear, at least initially, to be extrenely
unusual events, can really be very disruptive, not only of the
daily conduct of business in a research university, but of the
practice of medicine in a way that it can becone very, very
difficult to just conduct ones business.

DR. COOL: That is sonething that I am al so
concerned about. But you are right. That the pair of

i ncidents, being as they are and comng with the timng that
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t hey have, has resulted in a significant agency response. |
shoul d note that the NRC yesterday afternoon initiated an
I ncident investigation team it's highest investigation team
effort which reports directly to the executive director for
operations, to reviewthe MT action. W have been tasked by
the chairman to review the regul atory aspects and the
application of our regulations com ng out of NIH and out of
MT.

And so, while |I maybe can't give you specific
Items, were the commttee to have sone comments and
suggesti ons about appropriateness of security in given
situations and what sonme of those inpacts m ght be, either
generated during this meeting or perhaps separately as
I ndi vi dual consultants, that input would be very useful. W
are on a tight time frane. | would expect that we will need
to be to the conm ssion with our analysis and sone
recommendati ons by the end of the year or very early in next
year. Typically, 11Ts are on-site for a week or two and then

have 45 days to conplete the report and provide the report to

the comm ssion. That will place it prior to the end of the
year. And the comm ssion will be expecting that the analysis
associated with the regul ati ons and gui dance will be right
behind it. So, we are in a very -- a relatively fast noving

time frane.

CHAI RMAN SI EGEL: G ven that tinme frane, consider
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the possibility that one or nore nenbers of this commttee

m ght be asked to, not necessarily join the Il T team but
rather to conme in at sone point to hear what's going on and at
| east | end a perspective that you m ght not have within the
agency.

DR. COOL: Certainly take that into --

CHAI RMAN SI EGEL: So, |I'msort of follow ng two--

DR. COOL: -- as a thought as how to best try to
acconplish that. That is an interesting idea.

CHAI RVAN SI EGEL: Judy?

MEMBER BROWN: | just had a question. [|'m not
famliar with the MT incident. Does that seemto be the sane
deli berate internal action that the NIH was?

DR. COOL: We have nearly a matching set of
al | egati ons.

MEMBER BROWN: Ch, lord.

DR. COOL: And at this point, it's obviously way
too early to tell what may or may not be truth. \What
generally happens is that the first reports of the events and
everybody scranbling around, you usually figure that maybe 50
percent or nore of what you just heard is wwong. That's part
of what the team which is currently on-site is going to try
and figure out. But there are statenments to that effect and
there is certainly sone evidence which, if true, would | ead

you to believe that this was sonething besides accidental.
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But, until the facts of the matter are ascertain with a | ot
nore clarity, that is an open question.

Are there other questions | can answer?

If not, I wish you well in your deliberations.
You have a very busy schedule. | will try to stop back by
dependi ng upon how nuch other activities with some of the
i ncidents end up taking of ny tine.

Thank you very nuch.

MR. CAMPER: Thank you, Don.

Al right. Let us continue with just a few nore
adm ni strative itens before we open business.

| want to introduce the comm ttee nenbers that
are present today for the record. W have Dr. Wodbury at ny
extreme |eft representing the FDA. Dr. Lou Wagner who is a
practicing physicist. And M. Dennis Swanson who is a
radi opharmaci sts. And Dr. Judith Stitt who is a practicing
oncol ogi st radi ation therapist. And Dr. Josephine Piccone who
is a section |eader for the nedical and academ c section. W
have the esteenmed chairman, Dr. Barry Siegel. And to ny
right, we have M. Bob Quillin representing the state
regul ator's perspective. And we have Dr. WI| Nelp who is a
practicing research specialist and offers that perspective.
We have Ms. Judith Brown who brings us the patient's concerns
and advocacy types of concerns and issues. And we have Dr.

Dan Berman who represents cardiol ogy interests.
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In addition to the conmttee nmenbers, |ater today
we will be joined by several consultants who aid our agency in
eval uating m sadm ni stration events when we tal k about the use
of medical consultants that Dr. Cool was referring to. W
will be joined |ater today by Dr. Peter Al nond, Dr. Mel G een,
Dr. Petrovich, Evelyn Watson, and Dr. Richard Whittington.

And at sonme point during the day they will join us.

|'"d also like to point out to the nmenbers of the
audi ence, and it very good, by the way, to see such a good
turn out fromthe public. It's very encouraging to see your
interest and | welconme all of you here. W do have a couple
of requests to speak which Dr. Siegel will address shortly.
And also, we'd like to draw to the attention of the audience
the fact that there are several nenbers of the nmedical staff
avai l able. We have Sally Merchant over here to ny right,

standing. W have Torre Taylor over here to the left. And we

have Dr. Hol ahan, Trish Hol ahan. And of course, Josie, |'ve
al ready nmentioned. We have -- there may be sonme others
around. | encourage you in the audience to chat with those

i ndividuals if you have questions about the nedical program or
processes. It may be easier to grab one of themthan it is to
grab Josie or |I. But, we're also available if you have
questions or thoughts and we encourage your questions.

Adm ni stratively, a couple of points. W do have

restroons to the rear of the room Go down toward the
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television, turn left or right. Unfortunately, there are no
water fountains as Dr. Stitt has al ready pointed out on this
floor. But | think she m ght have found one sonmewhere. And
on the first floor there's a |arge cafeteria that has a very
full selection of food and drinks. So, please make yourself
available to that if you're so inclined.

So, with those introductions and adm nistrative
comments, Dr. Siegel, would you please chair the neeting for
us?

CHAI RMAN SI EGEL: Thank you. Good norni ng,
everyone. Short and sweet. | won't presune to say that the
agenda for this neeting | ooks | ess onerous than the one we had
for the last nmeeting which | thought we'd zoom t hrough wi t hout
much difficulty but it seemed to go on, and on, and on, and
on. But, | think the issues this time |ook like they're
relatively nore focused and we ought to be able to get through
each of themin the allotted time. And we ought to get
rolling so that since we're already about ten m nutes behind
schedul e.

We have three requests for public coments.
Requests fromthe Anerican Society of Nuclear Cardiol ogy,
request from ASTRO, and a request from Tri-Med. And rather
than take the public coments as a block, | will use the
chairman's prerogative to align those public coments with the

correspondi ng di scussion itens so that they fit better with
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what we're tal king about. And consequently, the Nucl ear
Cardiology one will go with this first time this norning, the
ASTRO one with the intravascul ar brachytherapy issue, and the
Tri-Med one with the petition inmmediately follow ng. And
we'll actually take the Nucl ear Cardiol ogy conments foll ow ng
Sally Merchant's introductory comments so that the
representative from ASNC can hear her material and hel p us
focus the discussion.

| want to make clear, and Sally, I'msure, wll
make clear in a nonent, that we are not opening up for
di scussion the entire issue of training and experience
criteria for licensure as an authorized user. That's not a
topic of discussion that this conmttee is going to consider
any time until after the National Acadeny of Sciences report
has hit the street, until we've evaluated it, until -- and
until the Part 35 rewite gets going in earnest.

So, with that m nor introductory comrent, we wll
conduct our business today as usual. And we'll give everybody
a chance to participate in consensus buil di ng.

Are there any other introductory comrents from
ot her menbers of the commttee?

|"mtold that ASTRO only gave us written comments
and that no one's actually going to make a presentation. So
we'll look at their witten comments.

And with that, we'll let Sally take the floor and
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tell us about review of training and experience exenptions by
this commttee.

MS. MERCHANT: As Dr. Siegel said, training and
experience was an agenda itemat the |last nmeeting. As a
result of that nmeeting, physicians who apply to be authorized
users on NRC |licenses but who do not neet, fully neet, the

requirenments of 10 CFR Part 35, Subpart J, require an

exenption in order for that to -- for themto becone
aut horized users. Exenptions requests will be reviewed by the
ACMUI .

The purpose of this presentation is to devel op

sonme procedures for the advisory committee to use -- for the
staff and the advisory conmttee to use. |'ve provided a
strawman and |I'm hoping that the commttee will help ne to
fill it out so that we can conme up with a really usable
procedure.

Just for clarification, 10 CFR 35.920(b) is the
ot her category for physicians who want to do di agnostic
procedures and want to be authorized users to do the
di agnosti c procedures. And 35.920(b) requires 200 hours of
cl assroom and | aboratory training in basic radi oi sotope
handl i ng techni ques and 500 hours of supervised work
experience under the supervision of an authorized user, and
500 hours of supervised clinical experience under the

supervi sion of an authorized user.
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10 CFR 35.19 specific exenptions provides for

t hose exenptions. And they say -- it says, in part, "The
conm ssion will review requests for exenptions fromtraining
and experience requirements with the assistance of the

advi sory conm ttee on the medical uses of isotopes.”

Applications to becone authorized users on NRC
medi cal use licenses are submtted to the appropriate NRC
regi onal office. W're actually going into the procedure now.
If, when reviewed, the submtted training and experience does
not neet the criterion listed in 10 CFR Part 35, Subpart J, an
exenmption woul d be required to approve the request. The
request for exenptions to Subpart J are forwarded to NRC s
headquarters in the formof a technical assistance request
which is a formal request fromthe regions for us to provide
sone gui dance or -- does sonmeone have a question? And we call
those TARs. And you'll see themreferred herein as TARs.

CHAI RMAN SI EGEL: Sally, real quickly, | think
we' ve asked this question before | don't renmenber the answer.
You are getting on average how many of these annually?

MS. MERCHANT: We don't have a nunber because as
we di scussed last tinme, there was sone small overlap. So, if
there was a small concurrence allowed, it -- between the 500
and the 500. And it varied and the |license reviewer would
review usual ly based on what they had done rather than hours.

So all of themdidn't cone into headquarters.
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Gui dance is going out to the regions, and has
gone out to the regions, to -- that all of them nmust conme in
now. So, up until now, we've only got one that needs to be
reviewed by this commttee. W expect it will be several.
really couldn't put a nunmber on it.

VWhat do you think, Larry?

MR. CAMPER: Well, | think the nunber that we
actually get at headquarters is small. | think that probably
5 or 6 a year, perhaps one or two which nakes it's way to this
commttee. But that's only part of the picture.

What we found when we queried the regions on this
topic, we found that, in all candor, the regions were
processi ng these types of applicants differently. Sonme of
t hem were expecting nore hours to be denonstrated. You m ght
recall fromSally's first slide that there's 1,000 hours of
experience with the types and quantities and clinical
experience along with 200 hours of didactic. 200 hours of
didactic is fairly sinple and straight forward. It gets a
little nore conplicated when you | ook at the 500 and the 500.

So, | think the bottomline is, is that at nunber
of these applications, many nore than the nunber | nention,
probably on the order of -- | don't know exactly how many
physi ci an applicants apply to be authorized users per year,
particularly for the limted use in cardiol ogy, but | suspect

the nunber's on the order of 50 to 100, sonething in that bal
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park, | suspect, maybe a couple of hundred. But the nunbers
of hours that they have presented and the way in which they
have been processed by the regions has varied and is
different. And one of the things we're attenpting to do, and
there are several things, but is to try to lend uniformty and
consistently to that.

You m ght recall that during the |last neeting we
di scussed sonme of the problens that we were seeing and tried
to devel oped a nodel for dealing with it nore generically, if
you w I 1, although we weren't really tal king about generic
exenmptions. We were tal king about a nodel to use to process
all exenptions, be it on a case-by-case basis.

So, | think the truth is as Sally says, we don't
really know the exact answer but certainly there has been
variability with regards to how they've been processed. And
that's been part of the problem We don't know just how many
there are.

MS. MERCHANT: All right.

To apply for an exenption from Subpart J, the TAR
must provide all supporting docunentation including
docunent ati on of the applicant's classroom and | aboratory
trai ni ng and docunmentation of the supervised work and
supervi sed clinical hours the applicant has submtted.

The NRC s headquarters staff menber who is

assigned the TAR will prepare a package for the ACMJ with a
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cover nmeno indicating the procedures of the review The

package will be provided to the NRC headquarters ACMUI

coordi nator who forwards it to the appropriate ACMJI nenbers.

The procedure for the ACMI

review is as foll ows.

The prepared package will be provided to the appropriate

members with a cover nmeno indicating the time frame, typically

two weeks, for review and procedures for

returning responses.

In order to conply with FACA neeting constraints, ACMJ

members can't discuss the exenption request with each other

and should submt their reviews to NRC in witing.

MR. CAMPER: Is it clear to al

menmbers what Sally nmeans by FACA neeting?

MEMBER NELP:  No.
MR. CAMPER: Sally

little bit for thent

No,

the commttee

it isn't.

, could you clarify that a

MS. MERCHANT: According to Part 7 of Code of --

of Title 10 of the Code of Federal

Regul ati ons, two or nore

menmbers are a neeting. Meetings have to be noticed.

Therefore, you can't really --
di scuss this with each other

Are there any othe

according to Part 7, you can't

According to Part 7.

r questions?

MEMBER NELP: \hat's FACA?

MS. MERCHANT: That's FACA.

m sinterpreted, Dr. Whodbury?

MEMBER WOODBURY:

No,

not that

Have we

"' maware of.
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MS. MERCHANT: Thank you.

MR. CAMPER: Just point out, Sally wll point out
in a mnute, Dr. Nelp. |If it turns out that deliberation is
needed, there is a mechanismfor doing that.

MS. MERCHANT: We have that.

MR. CAMPER: She's not through that. But the
problemis, if we dissem nate the packages to commttee
menbers individually for your distinct and individual reviews,
because of the sunshine provision associated with FACA, if
you're going to deliberate with a colleague on the commttee,
we get into a noticed scenario. |It's just public disclosure
Is the --

MEMBER NELP: May | be so bold as to ask what
FACA means?

CHAI RMAN SI EGEL: Federal Advisory Committee Act.

MEMBER NELP: Thank you.

MS. MERCHANT: After the commttee nenber has
revi ewed the package, the findings should be returned to NRC
in the provided self-addressed envel ope. | would ask that
after you review the package, you either return the package to
us or destroy it. Keep in mnd that you, as well as your
col | eagues, would not |ike your private business publicized.
So it's really better to -- these nust be kept private.

Once all coments are received fromthe ACMUI

menmbers, the responsible NRC staff menber reviews the comments
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and determ nes a majority opinion. The staff, in consultation
with the OFfice of the General Counsel's staff, nmkes the
determ nation as to whether the exenption will be granted.
The staff menmber maintains clear docunentation of the ACMJI
review and the basis for the final decision.

For applications for unusual or atypical use, the

follow ng procedure for a conference call my be followed. A

time will be arranged by NRC with agreenent from al
participants for a conference call. And this would require a
Federal Reqgister notice. Mnutes of the neeting wll be

prepared by the NRC staff and signed by the ACMJ chairperson
or designee. The neeting should be scheduled within two weeks
of receipt of the TAR

CHAI RVAN SI EGEL: Sally, are you constrained by a

30 day Federal Register notice requirenent, or can you shorten

t hat ?
MS. MERCHANT: | think that there is a provision
for what | think is terned, and don't hold ne to this, unusual

circunstances such that Federal Register notices can go in

with no tinme constraints.

CHAI RVAN SI EGEL: Torre, did you want to comment
about that?

MS5. TAYLOR: Yes, also it would be a closed
session so we would definitely --

CHAI RMAN SIEGEL: In a way it's slightly



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

25

oxynmoroni ¢ that you have a Federal Register notice to announce

that you're having a closed session of an advisory conmttee.
But | understand.

MS. MERCHANT: And then finally, the NRC staff
menmber who was assigned the TAR provides a witten response to
the region. ACMJ nenbers who participated in the review wl
be on distribution for the TAR so that you will be able to
follow the outcone of what happened.

| have a series of questions. Could you excuse
me for just a second. | don't know where they are.

CHAI RVAN SI EGEL: Do we want to take the
guestions now or do we want to wait and hear comments fromthe
ASNC?

MR. CAMPER: Well, what | would like to do is at
| east, if we --

CHAI RMAN SI EGEL: Pose the questions.

MR. CAMPER: Yes. 1|1'd at least to pose the
questions so the presenter is aware of the questions. And
then we can then discuss them-- let them nake their
presentation and then we can discuss the questions.

CHAI RVAN S| EGEL: Dan?

MEMBER BERMAN: Can we ask questions just to
clarify what she presented?

CHAI RMAN SI EGEL: O course.

MR. CAMPER: Sally, Dr. Berman --
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MEMBER BERMAN: Sally, | just want to clarify

sonet hing that you had said which is on, | think, on your
second overhead that had 10 CFR 35.920(b). Is this -- |If
sonebody applies with all of these, 500, 500, and 200, does
t hat have to cone through this exenption?

MS. MERCHANT: No, you've net the requirenent.

VEVMBER BERMAN: Good. | needed that
clarification. Because related to that, | think, then, we
have to have some basis for determ ning, well, if they don't

meet this, then what's enough.

MS. MERCHANT: Well, the first question is, which
menmbers will performthe reviews? |Is this -- This is your
decision. Do we need the entire commttee? Should it be a
subconm ttee of sonme nunber of nenbers? Should there be any
qualifying criteria? 1Is it something -- |I'm kind of going
t hrough the questions because they all kind of group together.
DO you want to have rotating commttees where four will do it
fromthis date to this date, four nmore will do it fromthis
date to this date. This is entirely up to you. What do you
t hi nk? Who shoul d revi ew t hese?

MR. CAMPER: Let ne point out. As you ponder
t hat question, and again, after the presentation we'll go
t hrough the questions in nore detail. But as you ponder that
gquestion, you probably should bear in mnd that | would expect

to see nore of the exenption requests being processed by this
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comm ttee than has historically been the case. Because, as |
said earlier, our findings have been that the regions have
processed these applicants differently. And this really al
gets back to this whole concept of the fact that the 500 hours
of the types and quantities and the 500 hours of clinical
experi ence can be obtained concurrently. And that's bene sort
of a working concept for years, probably with not the degree
of clarification and gui dance from headquarters that | would
have preferred as | go back and | ook at it.

So, as a result, the regions, and for that
matter, applicants and professional organizations, have
interpreted the concurrent concept differently. Sonme believe
that 500 and 500 translate into one 500 hours. | nmean, that's
concurrent at a one-for-one ratio. | think nost of us in the
program have vi ewed concurrent training a little bit
differently than that. But then you start getting into a
situation when you begin to articulate just what you nmean by
that and you start involving the Ofice of General Counsel and
you start to get a literal interpretation of the regulations
which is what we were discussing with you |ast tine.

So, given that we have instructed the regions to
| ook at these closely, to process themin a fashion that we're
going to conme to closure on today, we'll see nore of these.
So, you m ght bear in mnd how you want to structure your

del i berations given that we m ght see -- again, | don't know
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exactly what the nunbers -- but we m ght see 25, 30, or 40 of
t hese a year.

MS. MERCHANT: | would also add that this does
not mean you can't revise the procedure at the next nmeeting if
we find that it -- that whatever the procedure that we al
agree on doesn't work for one reason or another, it wouldn't
be a major thing to revise a procedure.

CHAI RMAN SI EGEL: You don't need to see 35 or 30
of these a year. What you need to do is to revise the
training and experience criteria to make themrational. And
that's the problem And | recognize that that's not an item
that's open for debate.

MR. CAMPER: | think you said that, didn't you?

CHAI RMAN SIEGEL: And | said it. Well, we're not
going to debate the specifics. W're going to get the
principle on the table which |I've done over, and over, and
over again. And | have a couple nore -- two nore neetings, at

| east, to do so.

MEMBER NELP: |'m concerned that you really can't
give us the volume of the work. | nean, if it's one a year,
it's not very much. |If it's 200 a year that are being

processed out in the field, that m ght be worthwhile. But
you're devoting a lot of tinme and effort to --1 realize there
is a problembut |I would sort of like to know what the

magni tude of the work effort is for the NRC. Because if it's
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really as small as it m ght be --

MS. MERCHANT: Let nme say just for your
information, and |I don't believe that this is telling anything
that is proprietary. |'ve been doing a study of training and
experience involved in it, been |ooking at the 200 hour
courses, and | can say with sone confidence that they graduate
probably about 1,000 a year 200 hour. | would suspect that
sonme portion of themw Il apply for exenption. They do
greater than 1,000 a year

MEMBER NELP: These are proprietary evening,
weekend type courses?

MS. MERCHANT: Yes. So that's -- | can tell you
that's what the volune is as far as those people that are
taking the 200 hour course. | nean, that's just off the top
of my head rather than give you -- they gave ne nunbers.
Everyone was very cooperative.

MEMBER NELP: Are the instructors in these
programs highly credentialed by your criteria?

MS. MERCHANT: | wouldn't want to get into that
before we rel ease the report.

MR. CAMPER: Let ne nmake a comment there for your
benefit, Dr. Nelp, and that of the committee.

Sally's referring to a study that we have done,
private sector progranms providing a 200 hour didactic

conponent. That's phase 1 of a three phase plan. Phase 2
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wll be to go | ook at sonme of the residency prograns that are
goi ng on because there have been sone fairly significant
comment s whi ch have been made about the quality and the nunber
of hours being provided in a residency program So, whether
they line up with out regul ati ons and whet her we think -- what
is actually going on is what we think is going on, et cetera,
et cetera. So at some point in phase 2, we're going to put in
pl ace a contract to go | ook at residency prograns. That w ||
probably begin to occur early in cal endar '96.

Phase 3 will be to conpile all these findings and
at some point during the process of the major revision to Part
35 which will comence follow ng the National Acadeny of
Sci ence report, we intend to have anongst a series of public
meetings a public neeting that would involve the various
pr of essi onal societies that have a vested interest in this.
The Anerican College of Nucl ear Physicians, the Society of
Nucl ear Medici ne, the Anmerican Coll ege of Radi ol ogy, the group
representing the cardiol ogists, and so forth and so on,
endocri nol ogi sts, and there may be others that | haven't
t hought of.

And at sone point, we'll sit down with all of
t hose bodies and we'll say, look, this is the current training
and experience criteria in our regulations. W went and | ook
at how that training is occurring. Now, this is what the

training is. This is what we found. Wy don't you talk to us
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about, (a), Dr. Siegel's point which he brought up a few

m nutes ago and that is, what about the appropriateness and
adequacy of the existing training. |If this is not right, what
should it be? And secondly, the mechanisns by which it's
bei ng provided, the actual nunmber of hours of training that
occurring. What's right with it. Wat's wwong with it. And
how do we fit it. O, for that matter, is the concept of

achi eving a nunmber of hours the entirely wong concept. |Is
there a better alternative? If so, what is it? So forth and
so on. Because all those professional societies representing
t he various types of physicians practicing that want to use
byproduct materials in the course of practicing nedicine, we
think they're the ones who should help us figure out what it
shoul d be. Because obviously right nowit's very
controversi al .

So, the study to which she's referring is just
phase 1 of a three phase program

CHAI RVAN SI EGEL: Davi d.

MEMBER WOODBURY: Well, Larry, the thing that
seens to ne to be is getting sone feel for what nunmbers we're
tal king about. It mkes a difference if we're tal king about
1,000 per year, 100 per year, or 10 per year in terns of
answering the questions you' ve asked us. | think that's the
question Bill and | want to get sone feeling for.

MR. CAMPER: Again, | wish | could give you a
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nunber. | really do. If | could, I would. But with regards
to the 1,000 nunber, Sally's nunber is a very accurate nunber
in terms of nunmber of physicians that are conpleting the 200

hour program on an annual basis. Obviously all 1,000 of them
don't process their applications in the same year. They take
-- some of the, for whatever reason, don't go on to conplete
t he 500 hour, 500 your conponents. Sonme of themdo it over a
sonmewhat protracted period of tinme, several years in fact.

Again, | don't know the exact nunbers but | think
it's reasonable to assune that in the regions we're seeing 200
or 300 of these a year. And of those, if |I take a | ook at how
the regi ons have processed themdifferently, and | | ook at
this current focus and clarification of what concurrent neans
or doesn't mean dependi ng upon how one | ooks at it, | would
expect that you'll probably see, again, |I think a good working
nunmber is 30 or 40 of these a year.

MS. MERCHANT: Yes.

MR. CAMPER: Maybe a few nore but | just can't be
nore explicit. | wish | could.

MEMBER BERMAN: Based on what you said and based
on the growth of the field in cardiologists, and the growth of
t he number of people interested, and the 1,000 people per year
supports this. | think it's an under estimation to think it's
going to be small. It would, of course, depend on whether or

not the track record is that there are any exenptions that get
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through. Be it if they don't get through, they'|ll probably
stop applying and everybody will cone up with 1,200 hours.

And so, our discussion about what -- is there any flexibility
in that 1,200 hours is going to be relevant to this. But if
there is some flexibility, I think it's going to be nore in

t he range of a couple hundred or a few hundred per year rather
t han 30.

MR. CAMPER: That's a good point. | was going to
mention that a corollary, a fall out of this, you're right, is
that as the word gets out that there's nore scrutiny being
appl i ed, some of those that would have applied for exenptions
wll not. Sonme wll sinply say, okay, |'ve got to get 1,000
and that's it and be done with it. Ohers may test the waters
for a while. And you're right. W don't know how that w |
play out. But the nunmbers could be that high. | acknow edge
t hat .

CHAI RVAN SI EGEL: What we've nost often done in
the past, this commttee, is that we' ve been asked to | ook at
training that essentially net the required hours but was
acquired in unusual training circunstances, such as in a
practice environnment as opposed to in a formal institutional
training environnment. And so, we've been asked to judge
whet her the quality of the training experience based on the
docunent ati on provided to us in that unusual educati onal

envi ronnment was appropriate for approval. We have not been
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asked to say this person only has 600 hours but he says he's a
good guy and his preceptor says he's a good guy. Should we
approve it. And frankly, | think that that would be an
exceedi ngly unfair and dangerous thing for us to do. And the
right way to attack that one, Dan, is not to allow exenptions
while these rules are in place, but to deal with these rules
in a logical orderly fashion as quickly as possible.

MEMBER BERMAN: | think, though, that if you do
focus the discussion only to what you said, that you w ||
have, | believe, excessively narrowed the scope of what could
be done through this commttee. It was -- That's why |
clarified in ny question what did 10 CFR 35.920(b) say. It
says, 1,200 hours. What are being asked to look at? W're
bei ng asked to advi se on exenptions. People who do not neet
exactly what is there.

Now, your interpretation of what our scope m ght
be was just now focused on whether it was done in a full-tine
training programor in a not full-time training program
Based on M. Canper's earlier discussions here, which was that
in the past there has been -- and Sally Merchant nentioned
that there has been a small amount of concurrence all owed, and
Larry just referred to the fact that there has been sone
concurrence allowed, it's part of, | believe, necessary for
this group to discuss the question of whether any degree of

concurrence can be allowed in order to determ ne whet her or
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not an exenption is discussable.

CHAI RMAN SI EGEL: We've all -- the issue of
concurrence is addressed in the regul ati ons because it says
all of the above can be acconplished in a six nonth training
period. And we know that 1,200 hours is nore than six nonths.
That's the | evel of concurrence that's built into the
regul ati ons thenselves. | think it would be exceedingly
dangerous for this commttee to deviate fromthat concurrence
posture wi thout the whole issue being really analyzed in great
detail. And first of all, we don't have the tinme to do it
today. We're already ten m nutes over schedul e and we haven't
heard from the ASNC yet, and haven't answered the questions.
And we -- to do it before the National Acadeny of Science's
report would just be not right.

MR. CAMPER: A couple of points. Let ne just
interject here, Sally.

Barry, | understand what you're saying and | know
why you say that. But let nme bring a couple of things to bear
that the commttee nmust keep in m nd.

The problemthat we -- where we are today is
today is that the concurrent issue has been dealt with
informal ly historically. Wat has happened though is that as
a result of increasing interest the staff has been forced to
deal with this issue in a |ogical approach and understand

exactly what needs to be done to process these. When that
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happens, you then get into an interpretation of your existing
regul ations. The nore there is pressure applied, and the

appl ying of pressure is okay, we don't mnd that. That's part
of the regulatory process. But what happens when that occurs
Is that you then are forced to deal with things literally and
to put in place a procedure accordingly.

Now, our dilemm then, having said
that, is as follows. You have a couple things. 35.19 talks
about specific exenptions. The gist of 35.19 is that
exenptions will be entertained by the Comnm ssion. |t goes on
to conclude by saying that the Comm ssion will review requests
for exenptions fromtraining and experience requirenments wth
t he assistance of its Advisory Committee on the Medical Uses
of | sotopes.

Now, what that neans for you,
unfortunately, |adies and gentlenmen, is that it's not just
about whether or not it's been obtained in a formal program or
an informal programor a private hospital or whether it seens
to pass the snell test. It's nmore than that. It's evaluating
and assisting the staff in any exenption request and that
could be as sinmple as 500 hours versus 1,000 hours.

Now, you al so cannot cone to a
concl usi on ahead of tinme that you will not entertain anything
but 1, 000 hours because you nust eval uate each exenption on a

case by case basis. Now, Barry's point, Dr. Siegel's point
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about really entertaining |l ess than 1,000 hours at a tinme when
we know the real issue is to |look at the training experience
requi rements i s obviously a very | ogical approach and it nmakes
sense. But the problemis, unfortunately, you can't give
yoursel f the luxury of doing that approach because you sinply
must hel p us entertain any exenption and we nust | ook at them
on a case by case basis.

You may in the final analysis conclude
t hrough your Conmttee deliberations that you're not prepared
tolet Dr. X submt |less than 1,000 hours and your rationale
is, or Dr. Y or Dr. Bor Dr. Z  But again, you nust entertain
it on a case by case basis.

CHAI RMAN SI EGEL: And ny mmj or concern
is that it would be inappropriate for this Conmttee to
exerci se its perhaps whinsical judgnents day by day on a case
by case basis when there are fundanental principals that need
to be established first and that we're not going to be able to
establish until the whole set of argunents are on the table.

The correct community response to what
you just said, Larry, is for every cardiol ogist who wants to
do this, but sinmultaneously every radiol ogist, every person
with any other kind of training, and every radiation
oncol ogi st who wants to be able to become certified to do this
with only one year of residency instead of four years of

residency to instantly put in a request so that the ACMJI can
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spend its full time doing nothing but evaluating those
requests.

"' m maki ng a reducti o ad absurdum here
intentionally to point out the fact that it's wong for this
Committee to deviate very nuch, if at all, fromthe rules that
are currently in place until the basis for these rul es have
been reeval uated thoroughly, carefully and rationally. |
acknowl edge that you've got procedures here and we'll take
t hose exenptions as you get them and we'll duke them out.
Depending on who's in the roomon a given day, you nmay or nay
not get outcome A versus outconme B. That really to nme seens a
terrible m stake.

MR. CAMPER: Well, | understand again
why you say that way, but that's exactly what we'll have to do
because there is a mechanismfor exenptions in the
regulations. It's explicit that if it deals with training and
experience we'll use the Advisory Commttee to aid us. W do
t hat because as physicians and as physicists and
radi opharmaci sts, et cetera, et cetera, the concept is that
you're in the best position to aid a regulatory staff. None
of us are physicians, but many of us are physicists and so
forth. But you're in the best position as practitioners to
aid us in determ ning whether or not the training and
experience presented is adequate or if it should be grounds

for an exenption. Unfortunately, the sinple truth of the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

39

matter i s whatever we end up doing, whatever it mght be with
regards to adjustnents in the training and experience
criteria, and no one knows at this point, but whatever it is
it will take a substantial anount of tine for that process to
pl ay out given the public due process that's associated with
rul emaki ng, et cetera, particularly one of the magnitude of
the planned revision of Part 35.

VWhat that neans is that probably over

t he next three or four years, | suspect, there will be many
exenption requests that this Commttee will need to review
under the current criteria. | understand and | know why you
feel the way you do, but that will be the challenge before the

Committee. Unfortunately, we have to deal with the rules we
have now until such tine as they're changed.

MEMBER BERMAN: Barry, | think that
given the fact that what M. Canper has told us is that these
exenptions will be entertained, that there will be, | believe,
many applications that are going to come before the Commttee.
Now, one possibility would be that we're going to just adhere
to our tine schedule. W're not going to even di scuss what
are going to be the various people who m ght sit on these
commttees attitudes towards this concept of concurrence or we
coul d have at |east a discussion at this point so that we can
under st and what ki nds of issues should be dealt with as we're

going to be dealing with these exenptions. | think that it's
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wrong to elimnate discussion at this point in this norning's
neeti ng because of the fact that we are going to have to go
ahead and eval uate these exenptions requests.

| am a cardi ol ogi st and a nucl ear
medi ci ne doctor. | sit on this Conmttee because of ny
representation of both sides and | need at |east a few ninutes
to be able to discuss a view about what is behind this issue
of concurrence. | guess there's a request from ASNC to
present.

So, it seems to nme that there are
several mnutes of discussion that need to take place this
nmorning for us to have a good concept of what to do over the

next year in terns of these exenptions.

MR. CAMPER: | woul d suggest that --
again, | certainly understand your concerns and Barry as the
chair can orchestrate this. But again, |I think the point that

Barry made in the beginning is the one to focus upon. To the
extent that you can focus your discussions upon the process
for the handling of exenptions requests and the process of
this Commttee review ng those exenption requests as opposed
to the question of whether the training and experience is
right, the level currently in our regulations is appropriate
or not, you need to focus upon processing of because you'l
never resolve the other issue at this point and there will be

an opportunity to do that.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

41
MS. MERCHANT: May | suggest that if

there is some disconfort with the procedure of independently
revi ewi ng and not concurring, we could probably set up
conference calls with those nenbers that you all decide would

be appropriate and resol ve several at one tinme. That's

anot her way to approach it. The B nethod for unusual or
atypical applications. |If it would mke everyone have a
hi gher confort level, it could be arranged. It would not be

sonet hing that we couldn't do.
CHAl RMAN SI EGEL: | think we should

deal with the procedural issues and we're going to because

t hose are the questions you've asked us. | think we really
can't deal with the specific exenption issues. |'ve said that
19 times and I'msaying it again. |In part, | think having

this Commttee | ook, as directed by the regul ations, on a case
by case basis will help focus this Commttee's thinking when
it comes tine to advise the NRC on the overall redo of the
process.

MEMBER BERMAN: But the problemthat |
see is this, Barry. You as the Chairman have said that it's
your view that the degree of concurrence that it would be
acceptable would be to go from6.92 and from 1200 hours down
to 6 nonths, which is a reduction of sonme anmount of tine.
Your opinion is that -- if | interpret what you said earlier,

the way you read it, we should be | ooking for that 1,000 hours
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and the 200 hours, look for the 1200. |If they're not there,
then we don't even consider it. | believe that we need to
understand are you correct in giving that as your opinion? |Is
that the way it is or, in fact, is there sone flexibility that
you have not expressed? |If you're prepared to say that you
say it's 1,000 hours and that's as low as it goes, then that
woul d be the end of the discussion. |If not, we need to
di scuss this.

MS. MERCHANT: Let ne put sonething
el se in here rather quickly. You all once reviewed a
physician's training and experience who did not nmeet the 1200,
deci ded that the experience that he had had was excell ent and
you suggested what el se he needed to do in order to neet. It
was not -- he actually had not gone through a formal
procedure. What you suggested was very doable for him So,
in some of those cases, although you may not accept what's
submtted, after reading what the physician has done, we would
hope you' d nake suggestions that this physician would neet if
he di d whatever you found appropriate.

CHAI RMAN SI EGEL: Dan, | conpletely
under stand what you're saying and |'mjust telling you that I
think that for us to open this up in the mechani smyou suggest
will create a free for all. | don't think that that's the way
federal licensure should occur. For us to sinmply sit down and

| ook at Part 35 and say, "You know, what we really think is
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that you can really do all of this in three nonths,"” and let's
cone right out and say that, a lot of work went into the
creation of these regulations. Obviously a ot of political
pressure in nultiple directions went into the creation of
t hese regul ations. For this advisory committee to sit here in
ten mnutes, we're way over tinme now, and think that we're
going to open this up when this is going to need to be a
mul ti-day di scussion after much evidence is on the table
doesn't make sense.

I"'mw lling to do whatever the
Committee believes and we'll juggle the agenda if that's what
we need to do.

MEMBER NELP: [1'd like to nmake a
comment. It seens to me that you're dealing with a problem
out in the field and you want us to help you with it. If you
have people out there that you' re granting exenptions to and
you don't think that they're qualified or it's questionable or
you don't know how -- bring us to date. | haven't seen one
such situation. So, we're tal king about a rather nebul ous
area as far as our own personal interaction with these
I ndi vi dual s.

| woul d be happy to review themin
i ght of the guidelines. Enough said. But go ahead and do
it. If your people in the field are feeling pressured, then

fine, I'd be happy to look at it. But | agree with Barry, the
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regul ations are in place. |If | want to be qualified or
certified to do sonething in the nmedical sphere that doesn't
have anything to do with radioactivity, if | want to be a

certified oncologist or a certified endocrinologist or a

certified cardiologist, I have to get the training and foll ow
the rules. There's no -- there's sone flexibility, but not a
whol e | ot.

MS. MERCHANT: Yes. | do not believe -

MEMBER NELP: So that's how we | ook at
it. That's ny advice.

MS. MERCHANT: | don't believe that we
have granted aut horization for anyone who is unqualified. |

believe that the |license reviewers --

MEMBER NELP: That's fine. |'m not
perceiving the problemto be -- | don't understand exactly
where the problemis. |If you have a problem wi th your people
in the field, we'll be happy to assist themin eval uating

credenti al s.

MS. MERCHANT: Larry would like to
answer this.

MR. CAMPER: Let ne make sonet hing
clear. We don't have a problemw th people in the field, Dr.
Nel p.

MEMBER NELP: Ckay.
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MR. CAMPER:. We don't have a probl em

with authorizing unqualified users. Let me try to articulate
what the problemis

MEMBER NELP: | would like to know what
the problemis.

MR. CAMPER: All right. Let me tell
you what the problemis. Qur regulations, if you read them
are very explicit. Two hundred hours, 500 hours and 500
hours. That totals 1200 hours.

MEMBER NELP: It also, | believe, says
this can be condensed to the equival ent of six nonths.

MR. CAMPER: No, actually it does not
say that.

MEMBER NELP: OCh, |I'm sorry.

MR. CAMPER: It says sonething a
little different than that. There is the board certification
pat hway. There is a pathway which we refer to as the "or"
pat hway, which is the one | just described which is 200 hours,
500 hours and 500 hours, and then it has sonething el se which
literally is not correct also. It says, "has successfully
conpleted a six nmonth training programin nuclear nedicine
t hat has been approved by the Accreditation Council for
Graduat e Medi cal Education and that included classroom and
| aboratory training, work experience and supervised clinical

experience in all the topics identified in Paragraph B of this
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section."” That doesn't exist.

What happens is that that group
approves prograns, sone of which contain within thema six
nonth program But we're not aware of any literally six nonth
prograns as described in that |anguage that are approved by
the Council. Okay? So, the language is off base al so.

MEMBER NELP: |'msorry. | thought
that nmeant if they came and trained with Dr. Berman for six
nonths in his approved program and they focused on, in this
case say, nuclear cardiology, that that was the intention of
that statenment. | believe that's what happens frequently.

MR. CAMPER: Let ne try to articul ate
for you what the problemis. 1It's not a question of our
people in the field being able to review these. The problem
is this. For years there has been a working concept and ny
predecessor, for exanple, Dr. Genn, is on record as saying
that training can be obtained concurrently. But that's al
t hat was sai d.

Now, sonme people interpret that to nean
concurrently with regards to the types and quantities
experience and the clinical experience as being one for one.
Therefore, 500 hours resulting in a total of 700 hours,
whet her they do it in three nonths or six nonths or two years,
700 hours.

Now, the problemis as attention has
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continued to be focused upon this and as it becanme aware to us
that there was interpretations of concurrent differently than
we perceived it and we ourselves have never set down and said,
"Okay, exactly what do we nmean by concurrent?" W know t hat
sone of these things fromreceipt of package to adm nistration
to the patient are done on a continuum There's a concurrent
effort going on there.

So, as we attenpted to articulate in
gui dance space for use by our regional reviewers just what we
meant by concurrent, we devel oped and brought to this
Committee a nodel. The Comm ttee resoundingly said, "W do
not want to entertain a nodel that could be used as a
gui del i ne by your regional reviewers for the granting of
exenpti ons because we think that that, in essence, is a de
facto way of creating a different set of regulatory criteria."”
Rat her, we want to see each one on a case by case basis and
we'll aid the staff in achieving the exenption possibility and
pat hway allowed in the 35.19.

Where we are today is to say, "Okay, we
heard the Conmttee. We, in this case, chose not to go
against the Commttee's advice but rather to enbrace the
Committee's advice. We're now discussing with you a mechani sm
to achieve that."

MEMBER NELP: And we said if you have a

problem wi th those applicants, we would be happy to review
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t hem and assist you in evaluating their training, experience
and credentials. That's a pretty sinple solution. | bet you
it wouldn't take ne or Barry or anyone around this table very
|l ong to assist in a single eval uation.

CHAI RVAN SI EGEL:  Judy?

MEMBER BROWN: After the NAS report is
recei ved and the revisions are done, will you also be granting
excepti ons under those new revisions?

CHAI RMAN SI EGEL: Al npst certainly.

MEMBER BROWN: So you'll still be
making it up as you go al ong.

CHAI RVAN SI EGEL: That's one way to
characterize it.

MR. CAMPER: Well, Judy, we woul d hope
in the best of worlds we would cone up with a set of criteria,
al though you'll never get total agreenent. You hope that
you'll ultimately develop a set of criteria that is
reasonable, that is fair, that is obtainable and that the
community helps us conme to closure on. But despite that,
there will always be a possibility for exenptions. There has
to be an exenption possibility in the regul ati ons.

Now, when you devel op regul ati ons, what
you're trying to do is develop the type of regul ations that
won't require a | ot of exenptions, the granting of. But there

will always be sone.
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CHAl RMAN S| EGEL: The notion that the

concurrence equals six nonths, there is sonme historical
precedent for that in ternms of the fact that the assurances
provided to the NRC by the Anerican Board of Radi ol ogy such
that it achi eves deened status under the regulations is based
on the ABR s assurance that its candidates will have received
six months of training and the ACGVE acts accordingly. Now,
whet her six nonths is the right nunber, four nonths is the
ri ght nunmber as many argued ten years ago, or whether three
nmonths or a week with the right kind of preceptor statenent is
the right nunmber | think can't be open for debate right now,
but | think nust be debated carefully, thoroughly and changed
in the future.

Dan, | know we're disagreeing on this
i ssue, but you actually realize that | agree with the posture
that the construct that is currently here doesn't make sense
and that the NRC s role needs to be focused on the radiation
safety aspects of this and the training requirements need to
be nuch |l ess to be an authorized user under an NRC |icense and
be divorced conpletely fromthe clinical training requirenment.
| believe that, but I"'mnot willing to change it in ten
m nutes at this table.

Now, having said that, we're way over
schedul e. W have a request fromDr. Cerqueira to nmake a

statenment on behalf of the Anerican Col |l ege of Cardiol ogy and
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t he Anmerican Society of Nuclear Cardiology. Five mnutes is
allotted. He can namke the presentation.

But Manny, | would ask you please to
limt your coments to the procedural issues that are before
us. If you tell us that cardi ol ogists only need three nonths
of training, | don't want to hear it because we know t hat
that's what you're going to say and we may even agree with
you, but it's not germane to what we're tal king about today.
So, try to focus. |If you do it in less than five, we'll
appreciate it.

DR. CERQUEI RA: Well, I'Ill certainly
try.

On behal f of the Anerican Col |l ege of
Cardi ol ogy and the Anerican Society of Nuclear Cardiology, |I'd

like to thank the esteened Chairnman Siegel and the rest of the

CHAI RMAN SI EGEL: | don't nmean to
interrupt you. Esteened chairman. | renenber a few years ago
when the nane of one of our nmmjor corporations was -- people
started to think it was known as ailing Chrysler. |I'm

starting to wonder whether esteened chairman is --

DR. CERQUEIRA: Well, 1'mjust
following up on Barry's -- and the rest of the Advisory
Committee for giving me this opportunity to address the issue

of training and experience criteria for authorized user. M
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comments will be general rather than trying to deal with the
specifics that have been di scussed during the last half hour.

The m ssion of both the Coll ege and the
Ameri can Soci ety of Nuclear Cardiology is to foster the
opti mal nmedical care for patients through professiona
educati on, devel opnent of standards and the fornul ati on of
health care policy. W are in conplete agreenment with the
Comm ttee about the inportance of radiation safety in the use
of nucl ear cardiology procedures. Stipulating a certain
nunber of hours or nonths for training was devel oped as a
vehicle to ensure an adequate | evel of training necessary for
public health and safety.

Qur organi zati ons have al ways
mai nt ai ned that a nuclear cardiologist is concerned only with
the imaging of a single organ system that is the heart, and
in maintaining a radiation risk to the patient that is as |ow
as is reasonably possible.

We believe that the previously
acceptabl e practice of allow ng physicians to concurrently
conplete their required supervised clinical and work
experience has worked well and is sufficient to assure
radi ati on safety and the practice of nuclear cardiology. To
change this policy is potentially arbitrary and restrictive.
Furt hernmore, we have no know edge of any serious violations of

radi ati on safety anong nucl ear cardi ol ogists who are |licensed
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under the current interpretation of the regul ations.

Qur concern is that the ACMUI reviewers
may experience a conflict of interest in judging the
applications that are brought before the Commttee. A
di scussion of turf, as happened at the | ast ACMJl neeting,
clearly denonstrates the validity of this concern. The
Col | ege and the American Society of Nuclear Cardiol ogy
strongly recommends that the Commttee maintain the current
met hod of |icensing that recognizes concurrent training as a
vi abl e and accepted standard. However, if the Conmttee
deci des to nmove forward with their review of each exenption
that is presented to it, we would support the review of
nucl ear cardi ol ogist's credentials being done only by
i ndi viduals with board certification in both cardiol ogy and
nucl ear medi ci ne and/ or radi ol ogy.

We | ook forward to the review of the
current regul ations by the National Acadeny of Sciences. The
Ameri can Col | ege of Cardiol ogy and the American Soci ety of
Nucl ear Cardi ol ogy also | ook forward to working with the NRC
staff and the Advisory Conmttee on the nost effective
training for our nenbers that will ensure the highest |evel of
radi ati on safety both to the physicians and to the general
publi c.

Thank you very nuch.

CHAI RMAN SI EGEL: Manny, thank you.
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who shoul d revi ew

DR. CERQUEI RA:  Sure.
CHAI RMAN SI EGEL:  Your

repeat that again?

DR. CERQUEI RA: Well, i

53

st at ement about

t's our feeling

t hat basically we should have a cardi ol ogi st and somebody who

is also board certified in nucl ear

to reviewit to avoid sone of the turf

clearly obvious during the |ast discussion.

CHAl RMAN SI EGEL:  Yes.

medi ci ne and/ or radi ol ogy

i ssues that were

| think the

notion that we would entertain as this Conm ttee an

application froma cardiol ogi st for

an exenption and excl ude

Dr. Berman fromthe di scussion is incredible to ne. Under no

circunmst ances woul d |

pl anni ng a conference call

Ber man was unavail able, | would insist on it

reschedul ed.

all ow that to be conduct ed. If we were

revi ew of such a thing and Dr.

bei ng

So, the suggestion that this

Commttee's activities would be designed to restrain trade |

find alittle bit offensive.

DR. CERQUEI RA:  Yes.

CHAI RMAN S| EGEL: We want to state for

the record that the approach that this Commttee would take so

| ong as |

possi bl e,

help to guide what it does will be as fair as

as fair

as reasonably achi evabl e.

That's AFARA.
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DR. CERQUEIRA: Well, that's very

reassuring information. W certainly weren't inplying that
the Commttee would in any way deal with the issue in any
manner ot her than what you've just described very eloquently.

CHAI RMAN SI EGEL.: Bob?

MEMBER QUILLIN: Since | represent the
Agreenment States which actually will |ook at nore of these
than the NRC will | ook at, and since | have a role of trying
to be a liaison between this Commttee and the Agreenent
States, | also think sonmewhat unbrage at the coment that only
two groups should |look at this and these kinds of applications
because it's really necessary for nme in ny role on this
Committee to |l et the Agreenent States know what the ACMUI is
t hi nki ng.

DR. CERQUEI RA: You're right.

CHAI RMAN SI EGEL: So, having heard that
and havi ng heard your comments, |et nme suggest the foll ow ng,
and this is not a position | had until 1've heard this
di scussion. | would suggest that the way we ought to handle
t hese exenptions is that we ought to do it as a committee of
the whole so that we have all the representation and we have
the full wi sdom and expertise of all the people on this
Committee, that we should do that as many as possible as part
of our biannual neetings as we can craminto those neetings

and when we need to do nore that we do it by noticed
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conference call neetings so that we can have participation of
all of us who are available at that nonment to participate in
t he di scussi on.

| "' m concerned that the paper reviews
wi Il deny each of us fromthe wi sdom of the other person's
poi nt of view and assessnent of the training and experience of
that individual. | also believe that the desire for having
the whole Commttee involved is notivated by bringing the
whol e Committee up to speed for the mpjor debate which is
going to be --

DR. CERQUEIRA: MW only comment to
that, Barry, would be that you'd |like to get a procedure that
woul d have a relatively good turnaround tine. Wat you're

proposi ng woul d be somewhat cunmbersone in the sense of getting

CHAI RMAN SI EGEL: We all have
t el ephones. Most of these individual exenptions can be dealt
with. |In past experience they've been very short neetings.

DR. CERQUEI RA: But the Commttee has
what, 17 nenbers?

CHAI RMAN SI EGEL: \What ?

DR. CERQUEI RA: How many menbers are on
the Comm ttee?

CHAI RMAN SI EGEL: There are actually

only 12 or 13 at the noment and we need, therefore, nore than
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half for a quorum according to our rules. W would make
certain that a quorum would include individuals with the-- and
we can discuss this procedurally, but if we were doing a

radi ati on oncol ogy one, we wouldn't want the quorumto excl ude
both Dr. Stitt and Dr. Flynn. | don't think that's
procedurally conplicated and | think that there is real

benefit to having the whole Conmttee involved. But |I'd be

wlling to see what other people think.
MEMBER SWANSON: | woul d agree with
you. In lieu of a specific set of criteria to evaluate the

exemptions, if you start farm ng these out to groups of
I ndi vi dual s you have the opportunity to enter bias into the
deci si on maki ng process or unevenness into the decision naking
process. Therefore, | think it has to be reviewed by the
total Conmmttee.

MEMBER WOODBURY: | agree that the
Commttee as a whole would be the way to go. The problem
have is the sanme question we raised earlier is the volune.
For instance, if you have 500 of these to do in a quarter or
hal f year or even at one of these neetings, it would take up
t he whol e neeting. Nothing else would get done. So, that's

why trying to assess the volume that you're tal king about is -

CHAIRMAN SIEGEL: I'mwlling to take

that ri sk.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

57
MEMBER BERMAN: But you're really

talking -- | believe, as | nentioned before, you're dealing
with potentially a few hundred of these. | believe it's going
to take a trenmendous anount of time. | also believe that if
we try to do this by tel ephone conference call, it's going to

be very difficult. MWhat Dr. Cerqueira nentioned, which is
that because of that difficulty that this m ght just add
anot her inpedinment in the process, you'd think that what could
end up happening is that people who are applying for licenses
m ght end up with six nonth to a year's extra del ay because of
t he process that we're now putting in place.

CHAI RMAN SI EGEL: | don't think that
t he process has required that tinme in the past when it's been
i nvol ved. But tell me what you woul d propose -- which of the
strategies you find nore executable, Dan?

MEMBER BERMAN:  Well, it has to cone
out on the table. | think that at sonme point in tim this
Commttee of 12 needs five mnutes, 10 m nutes, 15 m nutes of
di scussion so that they'll be able to process 25 or 30
applications. W are dealing with a concept that there are
500 hours of work experience that deals predom nantly with
radi ati on safety, a concept that doesn't even apply to nucl ear
medi ci ne residents or to radiology residents. Nobody spends
that much time nonitoring packages. |If that concept is just

going to be not discussed, | think we are closing off
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di scussi on unnecessarily.

CHAI RMAN SI EGEL: Thi s Advi sory
Commi ttee does not have the authority to change the Code of
Federal Regul ati ons.

MEMBER BERMAN: |'m not asking for
that. What | am saying -- but 1200 hours is equal to 6.92
months. It's nore than six nonths. 1200 hours at 40 hours a
week is not a six nonth time. There already is, as you've
poi nted out, evidence that sone degree of concurrence on this
training is acceptable. What we're trying to define is how
much is reasonable. Sally recently told us that during the
time that you' ve had tenure on this Commttee this group has
met, has reviewed applicants who did not nmeet the 1200 hours,
| ooked at the training and said it was adequate. So, this
exception has already been taken in the past by this
Committee. | think it's unrealistic to assune that the
cardi ol ogi sts of the world who are interested in training who
do 700 hours, which is four nonths, and that would be with
conpl ete concurrence, would do that four nonths of training,
it would be unrealistic to assume that they're not going to
apply. So, they're going to apply based on past precedent and
we're going to have to evaluate them | think we need to do
it as a Commttee as a whole, but | think we need sone kind of
under st anding as to what m ght be an appropriate m ni num

anount of tine that's acceptable.
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MEMBER NELP: | perceive you can't take
exenmptions and set rules for exenptions. | thought Manny's
statenment was a very reasonable statenent. It seenmed to be in

line with the current regs. and we can't change the

regul ations, but we also can't sit around and say, "OCkay,
we're going to agree as a Committee as a whole that three
months is it."

MEMBER BERMAN: Three nonths is not
even on the table.

DR. CERQUEI RA: We didn't tal k about
times.

MEMBER NELP: |I'mnot referring to
Manny's statement. |I'mreferring --

MEMBER BERMAN: But you and Barry both
referred to three nonths and three nonths is not even up for -
- nobody is asking for that.

MEMBER NELP: That's nerely an
expression. That's an off-the-cuff remark. | don't know what
it should be. But it would seemvery difficult for us as a
Committee to conme up and set guidelines for exenption. |
think they should be handled -- I haven't seen -- |I'ma new
guy on the block. |[|'ve been here what, a year and a half? |
haven't seen one of these itens conme to the table.

DR. CERQUEI RA: That's a good point in

the sense that the way the procedure is being carried out by
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Larry's commttee with the interpretation has not resulted in
any problenms or any violations. W' re not aware of any
serious m sadm nistration or radiation risks. So, | think
Larry is trying to get clarification and I don't see what was
wrong with the nethod that was being used.

MEMBER NELP: You're saying that he's
been doing a fine job.

DR. CERQUEI RA: He's been doing a great
j ob.

MEMBER BERMAN: But the problemis that
we changed it our |ast neeting. When Larry brought to the
table the fact that concurrence was allowed to varyi ng degrees
in the field and wanting sone clarification of that, that's
when our Commttee rejected that, except for ny vote. \What we
found out now, they're going to be com ng forward and that's
what we're dealing wth.

DR. CERQUEIRA: And | think we're sort
of potentially burdening this Commttee with a | ot of problens
t hat have not really been probl ens.

MEMBER NELP: | think what Barry has
said is let's don't change the rules until you go through this
very critical review that's going to expose the whole system
of regulations and see how it fits because we'll just be --

DR. CERQUEIRA: But in the meantine it

woul d be reasonable to let Larry's conmttee continue to do as
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t hey' ve done in the past, which is to basically deal with the
I ssues.

MEMBER NELP: We didn't advise themin
any way that they couldn't do that.

MR. CAMPER: No. Actually, I think you
did. What you have here is a classic situation where the
sl eeping dog is no | onger asl eep.

MEMBER NELP: ©Ch, cone on.

MR. CAMPER: The dog has been ki cked.
The truth of the matter is that for years we have processed
t hese applications. |'ve already acknow edged unfortunately
that there was sone |lack of uniformty in how they were
processed anongst the various regions. |'mnot critical of
the regions for doing that because |I think, in fact, there
hasn't been adequate gui dance from Headquarters on the
subj ect .

But as tinme has marched on and there is
nore interested in physicians becom ng authorized users, as
t he question of what does concurrent nean as it gets
i nterpreted, the dog was kicked awake. Then we found
ourselves in a situation of trying to develop a nodel to
facilitate the processing of these applications for the very
reasons that are being talked about now. We've brought that
nodel to this Commttee. The Committee had a resol ution that

it did not want to entertain that nodel, rather it wanted to
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have these things reviewed on a case by case basis.

So, the concept of our regional
personnel continuing to review these things in the absence of
further guidance is history.

CHAl RMAN SI EGEL:  Ckay.

MEMBER NELP: Now, wait a mnute. W're an
advisory comm ttee, Larry. You can accept our advice or not
and you can go ahead and run your program as you see
appropriate for the issues and the probl ens.

CHAI RVAN SI EGEL: Big risk.

MEMBER NELP: Dr. Cerqueira just told ne and he
told you that you're doing a very fine job.

MR. CAMPER: Well, thank you, sir. W appreciate
t hat .

MEMBER NELP: And | would say continue to work as
you have been.

MR. CAMPER: Let ne just make a record rea
qui ck. The problem that we have though is you're absolutely
right. This Commttee nakes recomendati ons to this Agency.
We coul d have chosen to ignore or to entertain bits and pieces
of your resolution. W could have continued to do it the way
that we did it. You're absolutely right.

The problemw th that m ndset though as a
regulator is this is about training and experience for

physicians. To ignore or to select only in part the
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recommendation of this Commttee that deals with such a

sensitive issue as physician training and experience when this

Committee is conprised primarily of physicians | think would

have been a very unwi se thing to do as a regul ator.

MEMBER NELP: | agree. Your wisdomis well
recogni zed. We've said bring it to us and we'll help you.
That's all.

CHAI RMAN SI EGEL:  Judy?

MEMBER NELP: Until this --

CHAI RMAN SI EGEL: We need cl osure here.

MEMBER NELP: -- Acadeny of Sciences thing is
reviewed and we're fine.

CHAI RMAN SIEGEL: And I'mgoing to try to give
cl osure.

MEMBER BROWN: |s NRC expecting a big increase
t he number of exenptions --

CHAI RMAN SI EGEL: Onh, you bet.

us

in

MEMBER BROWN: -- permtted because word is now

on the street that there are these exenptions and why woul dn't

anybody apply for a lower standard if they coul d?

DR. CERQUEIRA: | don't think the word on the
street has changed in any way.

CHAI RVAN SI EGEL: The mail trucks are outside
ri ght now.

MEMBER NELP: | think Larry kicked the dog.
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DR. CERQUEIRA: Well, we're in a situation where

we have people who want to conme into the field. W have no
evi dence that they are m sadm nistering radioactive conpounds,
so we shoul d be happy that people want to get into it.

MR. CAMPER: Let ne nmke, again, one comment for
the record so there's no confusion.

MEMBER BROWN: So it's only the people in the
know t hat can apply for these exenptions and get in under the
| ower standards. O her people are just kind of --

DR. CERQUEI RA: Well, | wouldn't call them | ower
standards. There's been no evidence that people are comng in
unqual i fi ed.

MEMBER BROWN: Wel |, they wouldn't be applying
for an exenption if they had nore than the required training,
ri ght?

DR. CERQUEI RA: Well, that gets back to Dr.
Siegel's point as to the basis upon which those standards were
established. It may be that it's overkill

CHAl RMAN SI EGEL: Let ne suggest the foll ow ng.

DR. CERQUEI RA:  Sure.

CHAI RVAN SI EGEL: Let ne suggest first of al
that the procedure by which this Commttee ought to devel op an
approach for granting exenptions with really figuring out what
we want to do while you're still worrying about how you're

going to change Part 35 at sone distant time in the future, if
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you really want us to do that and you want us to have this
debate, that you should schedule sone tine in the spring, and
we' ve already got one neeting on for the spring plus the other
regul ar one. Let's schedule another neeting. Let's schedule
a full two or three day neeting to include public testinony
fromall the interested parties |ike occurred at the Holiday

I nn Bet hesda 12 years ago, whenever that neeting was, when at
the tinme the current regul ations got cast in concrete and then
let's create a set of exenptions based on that neeting that we
can use as our operating posture for 1996 while you work
forward to a rewite of Part 35, ideally based on the
information that came out at that neeting.

So, | put that suggestion on the table. W need
anot her nmeeting like we need a hole in the head and | need
that nmeeting on ny watch like |I need a hole in the head. But
nonet hel ess, | think that that will satisfy the concerns that
have been expressed if we really debate the issues fully.

Procedurally we have a nore inportant question to
address. It seens to ne we need to consider whether we want
to do this one of three ways. Way nunber 1 is to accept the
i dea that we do paper reviews. On the other extrene, nunber 3
is to go with the concept of Commttee as a whol e which has

sone advantages, a |earning process, but admttedly is chunky.

Way nunber 3 is for us to design right this
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nmonent basically two subcomm ttees. Subcommttee one rel ates
to nucl ear medicine and subcommittee two relates to radiation
oncol ogy. | woul d propose that the nucl ear nedicine

subcomm ttee be conposed of Dr. Berman, Dr. Nelp, nyself, Dr.
Wboodbury, Dr. Wagner and Dennis Swanson, Bob Quillin who
shoul d sit on both subcomm ttees. The radiation oncol ogy
subcomm ttee should be Dr. Flynn, who is not here, Dr. Stitt,
t he new radiation oncol ogy physicist and M. Quillin. Judy
can sit on either or none or both, whichever she prefers, and

we can do it.

That will be -- it will be easier to organize
conference calls of a smaller group of people than it will be
of a larger group of people. It will nmeet the requirenments

for Federal Advisory Commttee Act and we can do it. So, |
think we've got three strategies.

DR. CERQUEIRA: |I'd propose there be a fourth
also in the sense that the NAS recommendati ons are going to be
com ng. So, any sort of conference to nmake changes may be
i nfl uenced by what happens. Why change what has been wor ki ng?
Why not continue what was being done in the past until you get
the NAS reconmmendati ons and then at that point reviewthe
process?

MEMBER NELP: | would Iike to make a notion that
we accept Barry's nunber 3 suggestion of having two

subcomittees to, on an interimbasis, deal with the issues.
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W'l see what the issues are and then we can be flexible. If
we need to change that, that's fine. | so nove.

MR. CAMPER: | have a clarification question,
Barry. You're saying -- for the record, you' re |ooking at two

comm ttees, two subcomm ttees that would review the actua
requests for exenptions or review submtted training
experience, right?

CHAI RVAN SI EGEL:  Correct.

MEMBER NELP: As you see fit. W only want to
review the things that you feel are problematic. W don't
want to do your work for you. We want you to bring to us
I ssues that you or the people in the field think need
addi tional attention.

MEMBER BERMAN: But could | clarify what you're
saying? |Its seens to be a little discrepancy.

What they were doing up until recently was --
Larry, | wanted you to catch this. Up until recently what
t hey were doing was accepting at a certain degree of
concurrence and that was -- as you're pointing out, that was
wor ki ng. What we deci ded at our |ast neeting was we were
going to say, "No, you can't do that anynore."

MEMBER NELP: No, we advised them of our opinion.
They have no constraints about follow ng that advice and |
i magi ne they' ve continued to operate as they have.

MEMBER BERMAN: | don't think so actually.
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MEMBER NELP: And in the regul ations, they can

grant exenptions and if they have problens with that in terns
of the qualifications of individuals, then | think it's very
reasonabl e that we could help them --

MEMBER BERMAN: But on the interimbasis, until
we have the nmeeting, the excellent nmeeting that Barry
suggested - -

MEMBER NELP: That won't change the regul ation.
That neeting will just vent a | ot of expression and give a | ot
of direction, but it won't change any regul ati ons.

MEMBER BERMAN: Right. But the neeting that
Barry described will actually, | think, get a |ot of
di scussion that will clarify how the subcomm ttees m ght work.
But until that time, are you suggesting that our
subcommi ttees, you're going to | ook at everything or would you
be willing to let Larry's group or to advise themthat--

MEMBER NELP: | think Larry has a responsibility
as the director of a certain conponent of the NRC and one of
his responsibilities is to |l ook at these things and if he has
a problemthat he feels he can't deal with, we'd be happy to
assist him But | think he's very capable to grant exenptions
and nmy notion is if he feels that our advice is so strong that
he wants us to |ook at them then a subcomm ttee eval uation
woul d be appropriate.

MEMBER BERMAN:  Ckay.
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CHAI RMAN SIEGEL: He's required to get the ACMU

to | ook at exenptions by Part 35 as it currently stands.

MEMBER NELP: But he hasn't done this in the
past .

MR. CAMPER: Because we didn't grant exenptions.

MEMBER NELP: ©Ch, | thought you did.

MR. CAMPER: No. \What we did was --

MEMBER NELP: You granted concurrence.

MR. CAMPER: Qur reviewers reviewed the submtted
training and experience of an applicant and they cane to
cl osure given the guidance that they had to work with, which
I'"ve already indicated was m nimal on this question of what
constitutes concurrence. Now, what has happened is as this
I ssue has continued to escal ate, we have now recently been
provided with an interpretation by the Ofice of General
Counsel that the regulations as currently witten require 200
500 and 500. If you're going to authorize a physician user
who presents |l ess hours than that, you will do so through the
mechani sm of an exenpti on.

Now, if | turn to 35.19, it tells nme that if I'm
going to grant -- if the Conm ssion is going to grant
exenmptions that deal with physician training and experience,
wi Il grant those exenptions in concert with assistance from
t he Advisory Conmttee on the Medical Uses of |sotopes. The

assi stance that the Advisory Commttee has offered in your
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| ast resolution in your |ast neeting was we do not want to
entertain a nodel for establishing concurrence. Rather, we
want to see each and every application. That's the assistance
t hat you've offered.

MEMBER NELP: Correct.

MR. CAMPER: W have accepted that assistance and
we are proceeding to develop the procedure to inplenment your
recommendati on.

MEMBER NELP: And | made a notion that we woul d
li ke to provide that assistance through the use of
subcommittees. We'I|l evaluate the problem conme up with a
wor ki ng solution and I | ook for a second.

CHAI RMAN SI EGEL: WAs there a second?

MEMBER WAGNER: |I'1l1 second that.

CHAI RMAN SI EGEL: Okay. Lou, you've been
chomping at the bit for awhile.

MEMBER WAGNER: | would like to see the Committee
nove on with its business. W are not going to solve this
issue at this neeting. W are an hour behind tinme and the
facts are that | personally would not want to make any
decisions until | start review ng sonme of these cases. Sally
has said before that we can change these rules mdstreamif we
want to in terms of how we're going to review these things.

At this time, | don't think this Commttee wants to go ahead

and make a whole | ot of ideas about what we're going to do
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until the whole Comm ttee sees sone applications and can nake
sonme deci si ons.

CHAI RMAN SI EGEL: The nmotion has been made and
seconded that the process for review of exenptions be by
subcomm ttee. At |east for the noment, let's say that the

subcommi ttee conposition is as articulated by ne a few nonents

ago. Is there further discussion on this notion?
Al in favor of the notion, indicate by saying
aye.
(Ayes.)

CHAI RMAN SI EGEL: All opposed?

(No response.)

CHAl RMAN SI EGEL: Okay. So, the nmotion is
passed. That's the procedure we've adopted and | take that to
nmean that we choose not to do paper reviews and we choose not
to act as a Conmmittee as a whole. | suppose it's conceivable
that the subcommttees may find that something is sufficiently
contentious that they'Il want to refer it to the whole
Comm ttee.

MEMBER NELP: | think the subcommttees wl
fully informthe Comm ttee.

CHAI RMAN SIEGEL: But | think they'll do it.

Now, |let nme ask the Comm ttee before we nove on
how t he rest of you feel about my suggestion for nore work,

that rather inportant political battle and it gets to the
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heart of the philosophy of an inportant regulatory issue. It
was debated at great |length 12 years ago. There are certain

el ements on the sides of the different turf battles that wll
still feel the same way they did 12 or 15 years ago. | think
there are others who taking an approach for reengi neering the
governnent and deregulation will argue for less role for the

NRC in this. W just need to have the debate.

MEMBER BERMAN: | think it's an excellent
suggestion. What Larry just told us a couple m nutes ago of
about now the counsel saying that you need 1200 hours neans
that all the radiologists who are being trained with their six
nont hs aren't neeting the 1200 hour requirenment. So, really
you've got -- you have a big problemthat has opened up.

MEMBER NELP: That was a piece of advice. W
didn't change anyt hi ng.

MEMBER BERMAN: No, no. |'m not suggesting we
change anything. What |I'm suggesting is that this debate is
really needed and | strongly support Dr. Siegel's suggestion.

MEMBER NELP: And | would |like to add one nore
thing, Barry.

The next tinme we neet, Larry, | would like to
have the data. | would |ike to know the nunbers. | would
li ke to know the position of your people out in the field.
We're dealing with sonme nebulous figure and I1'd |ike you to

try to quantitate the extent of the situation so we know what
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the heck we're dealing with because it's sort of nebul ous.

MR. CAMPER: All right. W can certainly do
t hat .

MEMBER NELP: | know it's there and you have a
better feeling for it than | do.

MR. CAMPER:. We can certainly attenpt to do that.
Let nme just make one nore closing comment about this. |
think, frankly, if we do add on a day to discuss this training
and experience issue as a followon to the neeting talking
about the NAS, | like the idea that when we go to talk to the
pr of essi onal groups that have an interest, the
endocri nol ogi sts and the cardi ol ogi sts and the radiol ogi sts,
et cetera, et cetera, that we will have pulsed the ACMJ and
can say, "The ACMJI, we shared this information and this was
generally their recomrendati ons and their perspectives." |
think that would facilitate that discussion frankly. So, we
can think nore about that.

CHAI RMAN SI EGEL: Good.

DR. CERQUEIRA: 1'd like to thank Dr. Siegel and
the Commttee for hearing our request. We'd like to be
actively involved in future discussions.

CHAI RMAN SIEGEL: | don't doubt that you will be.

DR. CERQUEI RA: Thank you, Barry.

CHAl RMAN SIEGEL: Yes. W are going to take a

break. The rul emaki ng update probably will only take about a
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half an hour. We're behind schedule, but we're going to do
sone catch-up. So, a ten m nute break.

(Wher eupon, at 10:19 a.m, the proceedi ngs went
off the record.)

CHAl RMAN SI EGEL: W have a quorum and we have at
| east one federal -- now we have both federal officials, so we
can proceed.

We are going to go on with the update on
rul emaki ngs and gui dance. And then we are going to continue
directly changing the agenda with the petition for rul emaking,
1130 itemand we're going to shift the intravascul ar

brachytherapy to follow. JimSmth said that would work for

hi m

And so, Cheryl Trottier, go for it.

MS. TROTTIER: Thank you. First, | feel like
should warn you. | found out about this yesterday norning.
Because at the beginning of this session, | think Dr. Cool

explained the situation at MT and that we were doing this IIT
team Well, unfortunately, John denn who is our nornal
branch chief, is heading up that team And so now | am branch
chief and I get to conme to you and explain rul emakings that |
know next to nothing about because | haven't been in the
office for the last four nmonths. But, we'll get through it.

| do have some of the staff here. So, if there are any

questions that | can't deal with, I'msure they'll be able to.
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The first rulemaking is really just a real quick

update for you. You may already be aware of this, that wong

pati ent was published in the Federal Reqgister. The date is

there on the slide, Septenmber 20th. | did not nmake any

over heads, again, because of this short notice.

And we did

make sonme extra copies of the slides so anyone fromthe public

who doesn't have access to the slides that the comm ttee has,

can pick themup in the back

Anyway, that was published in the Federal

Regi ster in Septenber. So we are done with that.

CHAI RMAN SI EGEL: Any comments on that item

folks? That was pretty nmuch per our recomendati

concurrence.

MS. TROTTI ER: Yes, it was.

CHAl RMAN SI EGEL:  Yes.

on and

MS. TROTTIER: All right. The next rulemking is

patient release. |It's been changed sonewhat since the |ast

time you saw it and what we have put together on

the slides

today is to show you what sone of the changes are.

Il will tell you, first of all, it's current

status that it is on its way to our comm ssion.

currently in our executive director's office. |
anticipate that within a week, if all goes well,
make it up to the commi ssion. But of course, it

executive director's office in May and it's been

It is
woul d
it should

went to the

back severa
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times. So anyway, |'Ill just run through sonme of the changes
t hat have been made to it as a result of his concerns.

On the first slide, you'll notice there is a
proposed rul e | anguage and the previous proposed rule
| anguage. The main change there was to renove the phrase in
parent hesis, including a breast feeding infant. It doesn't
really make a significant change in the rule but we're dealing
wth the breast feeding infant in guidance space nore than in
rul e | anguage space. But when | get to the next slide, |
think you'll see that.

Then on the next slide, you'll see, again, the
proposed rule |l anguage is slightly different from what you saw
before. Around the m ddle of the paragraph, after the ALARA
statenment, it says, "if the does to a breast feeding infant or
child could exceed 1 mllisieverts, assunm ng there were no
I nterruption of breast feeding, that the instruction should
i ncl ude gui dance on interruption of breast feeding and
i nformation on the consequences of failure to follow the
gui dance." That is the change that is in the package that is
currently in the EDO s office.

MEMBER WOODBURY: Consequences to whont?

MS. TROTTIER: Consequences to the infant, or a
child, in either case. The breast feeding individual.

CHAI RMAN SI EGEL: Denni s?

VEVMBER SWANSON: | had a comment on the second
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part which is actually added. | think the information on the
consequences of failure to follow the guidance. As chairnman
of the radiation safety commttee at our institution, human
use subcommttee, |'ve been trying to cone up with statenents

of risk associated with radi ati on exposure. And to be honest

with you, |I'mnot sure what information on the consequences of
failure to follow the guidance | can give to a mother. |If
their infant is exposed to 200 mllirens of radiation, what

are the consequences of that in consideration of the fact that
their annual radiation exposure is 300 mllirems? And so, |

think I mean, you' re kind of leaving us there with a difficult

situation to try to explain in many cases. | nean, | can
explain 5 rads exposure but I'mnot quite sure how to deal
with that.

MS. TROTTIER: | understand. Now, again, as |
said, since | was not here, maybe -- Larry, do you have a view

on why we chose the phrase that we chose on this?

CHAI RMAN SI EGEL: This has been in again and out
again a couple of tines.

MS. TROTTIER: In again and out.

MR. CAMPER: | would ask Dr. Hol ahan. She was
actively involved in that.

Trish, do you recall exactly why?

CHAI RMAN SIEGEL: O Stuart may know.

MR. CAMPER:. O Stuart may know.
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MR. SCHNEI DER: Has to do specifically with the

thyroid in the breast feeding infant.

CHAI RMAN SI EGEL: Right, Stuart, and | recognize
that. That was Stuart Schneider, by the way, for the record.

The problemis, is exactly what Dennis said.
Clearly, if someone being treated with 1-131 who had been
breast feeding, and I chose those words carefully, | would
tell that nmother, you may not breast feed any | onger because
if you do, you will w pe out your infant's thyroid gl and.

The problem on the other hand, though is if
soneone's going to have a study with techneti um pertechnetate
where nost tables would recomend that ceasing breast feeding
for 24 hours is the strategy to get the effective dose bel ow
100 mllirems, | would have trouble saying now, listen, if you
don't follow ny instruction, here are the consequences. And
so, if you insist on this |anguage, then the NRC has to be
wlling to accept the following in witten instructions. W
recommend t hat you discontinue breast feeding for 24 hours
because we subscribe to the policy of naintaining doses as | ow
as reasonably achievable. |If you do not follow these
instructions, it is unlikely or it is inpossible to prove that
any adverse consequences to your infant will result. Because
| would insist on wanting to wite that because | can't
honestly tell a patient that 140 mllirem dose to her infant

wi Il harmthat infant any nore than | could tell that patient
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that the 300 mlliremeffective dose to her fromthe study
wi || harm her

MS. TROTTIER: Correct.

CHAI RMAN SI EGEL: And that's why | had objected
to this phrase in this part of the rule previous. And | guess
|'"mobjecting to it again.

MR. CAMPER: Trish?

MS. TROTTIER: Trish?

DR. HOLAHAN: It is ny understanding that in the
reg guide basically what you're saying there, Barry, in terns
of that as much could be done in terns of the consequences, we
recommend that you discontinue for 24 hours to avoid,
ot herwi se your baby may receive sone uni ntended exposure, or
even to go as far as to say there are no expected consequences
if you don't stop breast feeding. And that is what was neant
in ternms of consequences. Because no consequence is also a
consequence.

CHAI RMAN SI EGEL: VWhy not change that? Wy not
say informati on on the consequences or |ack thereof of failure
to follow the gui dance?

See, |I'm concerned that |icense -- | know you're
not going to put those words in because OGC will never let it
stand. But |I'm concerned that |icensees, and nore
i nportantly, inspectors, will interpret this to nmean there

better be a statenent about the consequences and they better -
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- it better be based on the |inear hypothesis rather than the
i near quadratic or | could include a consequence based on a
hernmeti c hypothesis which would say this will benefit your

i nfant.

M5. TROTTIER: Yes. Well, | think, in fact, when
| first |looked at this slide yesterday, that this is a subject
that we probably need to include in the regul atory guide.

It's not in there now but | do think there's sone gui dance and
the staff is telling ne inspection guidance also. So, there
are mechani sns that we can use to nmake it clear to both

i nspectors and |licensees what the staff intended by those
words. Hopefully that will solve that problem

MEMBER SWANSON: As a commttee nmenber, |'d just
l'i ke to make the recommendation that the sentence end,
gui dance on interruption on breast feeding, period, which
could certainly include consequences if there are expected
consequences of that.

CHAI RMAN SI EGEL: Are you making that as a -- |I'm
not sure whether we've got any option at this point, given the
way this package is. But that doesn't prevent us from making
t he notion.

MR. CAMPER: No, it does not.

MS5. TROTTIER: No, you can make it.

MEMBER SWANSON: | would like to make that

noti on.
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VMEMBER WOODBURY: | second it.

CHAI RVAN SI EGEL: |s there a second?

MEMBER WOODBURY:  Second.

CHAI RVAN SI EGEL: |Is there further discussion?
Judi th?

MEMBER BROWN: |'m going to abstain. | haven't

really given this enough thought to make a qui ck deci sion.

Sorry.

CHAI RMAN SIEGEL: | think -- Let me speak on your
behal f, even wi thout -- Because | -- No, having understood --

MEMBER BROWN: | trust you on that, Barry.

CHAI RVAN SI EGEL: Yes, well, having understood
sone of your concerns about this issue in the past, | think we

are really all of a like m nd here because | think everybody
on this committee, and | think the vast, vast mpjority of

medi cal licensees will not go out of their way to harminfants
who are breast feeding. And the notion that you have to
explain to sonmeone the radiological risks when there is no
scientific basis for making those statenents is what we're
trying to avoid here.

MEMBER BROWN: But it doesn't say radiol ogical
risks. It just says consequences. So in the little box, you
say no consequences, right? They just want to nake sure
sonebody paid attention to this aspect.

CHAI RMAN SI EGEL: The trouble, and | guess in a
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way, | would -- by forcing me to describe consequences, it
actually sort of limts ny flexibility as a practitioner. 1In
a way, I'd like to be able to say although we really don't
have any reason to think that this will harmyour child, we

recommend keeping doses as | ow as possible and as | ow as
reasonable. And we strongly encourage you to stop breast
feeding for 24 hours. Well, Doctor, what will happen if |
don't? |If then pressed with that question, | said, there's
really no scientific evidence that anything will happen. |
think if I have to put all of that conplex |anguage in ny
written instruction, which | would be inclined to interpret
that this will then translate into what has to be in the
written instruction, that that's going to start confusing
patients. And | would --

MEMBER BROWN: | don't think anybody's going to
be confused by that. | think that just docunents that you
paid attention to it. And, of course, you're going to pay
attention to that because you speak on nmy behalf. But |I'm not
sure anybody else is. | mean, everybody else is.

MEMBER SWANSON: But | et me enphasi ze sonet hi ng.
By putting in a witten instruction that there are no
consequences, |'m concerned that that will distract fromthe
precautions |'ve asked the patient to take. | would rather
sinply explain the precautions and not have to go on and say

there are no consequences associated with this because |
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by saying that there's no

consequences, that m ght distract frommy precaution

statenments. So you m ght

you're trying to achieve.

CHAI RMAN SI EGEL:

but pl ease note that ther

83

get a negative inpact there to what

e wll

In other words, do what

say

be no benefit to doing what |

say. |'d rather not have to say that. What 1'd really like

to say is, |I'mthe doctor

paternalistic of ne but in this case,

. Do what | say. That's very

|'d prefer to encourage

the woman to do the right thing and not to spend a half an

hour getting into which hypothesis we're using of

risk.

Lou, do you -

MEMBER WAGNER:  No,

you're saying. The idea that there won't

the interpretation of on the consequences |

radi ati on

| fully concur w th what

be any confusion on

think is wong. |

think there will be trenendous confusion as to what that

means, not only on the patient's part and the physician's

part, but also on the regulator's part.

nebul ous phraseol ogy is extrenely susceptible to

m sinterpretation.

MEMBER WOODBURY: |

And if I"ma practitioner
l"min trouble.

MR. CAMPER:

and |

Vel |,

This kind of a very

had no i dea what it neant.

don't know what it neans, then

think the problemis,

if you
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l ook at it, |I think that the |logic was, you have in step 1
instructed interruption to breast feeding. The patient my or
may not -- may or may not grasp the consequence of not
followi ng your instruction to interrupt breast feeding. And
point two asks you to explain what that consequence m ght be
if you don't follow the instructions to interrupt breast

f eedi ng.

Now - -

MEMBER WAGNER: But, Larry, consequences is a
very strong word. And the thing is, maybe sonething |ighter
like -- and the reason for this guidance, would be a different
I nterpretation. But consequences is so om nous. That's the
problem It's how om nous consequences neans. The reason or

MR. CAMPER: The inmportance of follow ng the
gui dance or the rationale?

CHAI RMAN SI EGEL: That's better.

MEMBER WAGNER: Yes, that's nuch better

MEMBER WOODBURY: Call the question, M.

Chai r man.

MEMBER SWANSON: To ne, it's incorporating the
word. When | give guidance to ny children, | try to explain
the reasons why.

MEMBER WOODBURY: Call the question, M.

Chai r man.
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CHAlI RMAN S| EGEL: The notion been call ed. There

were sone other -- there was some other discussion. But, we
can either take the question or we can go through the notion
to answer the question call. Do other people feel they need
to make a comment before we proceed?

Al'l right. Question has been called. So, the
notion was, is that we're recomendi ng that you truncate that
sentence after the word breast feeding and delete the item 2.

MEMBER BROWN: | thought the question -- |
t hought the recomendation that you substitute a word such as
rational e?

CHAl RMAN SI EGEL: No, that was not Dennis'
noti on.

MR. CAMPER: Not the notion.

MEMBER WOODBURY: The motion is to --

CHAI RMAN SI EGEL: Now, we could cone up with an
amendnment or a substitute notion.

MEMBER BROMWN: |1'd vote for that one, the one to
change the words since consequences seens to be such a
sticking point and have such a negative connotation.

CHAI RMAN SIEGEL: So let's to try the follow ng
just for the purposes of discussion. | guess the question has
been, can we table notion to call the question while we
continue to discuss this? Does the notioner allow that? And

the commttee go with that? W're not getting too fornmal
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here.

How about the instructions shall also include,
(1) guidance on the interruption of breast feeding, and (2),
the rationale for interrupting breast feeding.

MEMBER NELP: Why don't you -- 1'd like to make a

suggestion in the | anguage. Say, assum ng there were no

i nterruption of breast feeding -- I'mnot sure of the English
of that.

CHAl RMAN SI EGEL: That's correct. |It's called
for.

MEMBER NELP: Yes, | guess that is subjunctive.
Thank you, Doctor, esteened Doctor.

MR. CAMPER: Esteemed Chairman.

MEMBER NELP: Assumi ng there were no interruption
of breast feeding, the instructions. | would say the |licensee
shoul d provide guidance for the patient, period. Just make it
very sinple.

CHAI RMAN SI EGEL: Well that's the origina
noti on.

MEMBER NELP: |If there's no interruption, the
| i censee should then provide appropriate guidance for the
patient.

MEMBER BROWN: | think given -- just as a
practical manner, given how nuch this has been debated and

where it is in the process of becomng a final rule, that this
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comm ttee would have a | ot better |luck changi ng one word than
dropping two. And | would vote for changing the word to
sonet hing | ess objectionable.

MEMBER STITT: | like Judith's idea. The -- I'm
sitting here listening to the discussion and | grew up in the
era of Truth or Consequences. And that tells you sonething
about why that word is such a harsh word here. Because either
you' ve got the truth or you've the consequences. And | think
that if we try to make a mpjor change in this, we're going to
get absolutely no where. But that's a hostile word, at |east
in my generation.

CHAI RVAN SI EGEL: We've got several different
approaches on it.

MEMBER WAGNER: Wel |, what we have is we have a
notion and then we have notion to amend. So we have to | ook
at the notion to anmend first and then | ook at the notion.

MEMBER NELP: Could you state the notion, please?

CHAI RVAN SI EGEL: Well, the motion was that we
recommend that the final sentence of proposed (b) be truncated
at breast feeding. The notion to anend was that we reconmend
that item2 --

MEMBER NELP: The first notion elimnated item 2,
I's that correct?

MEMBER WAGNER: That's right.

CHAI RMAN SI EGEL: The first notion is to
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elimnate item 2. The second --

MEMBER NELP: The second?

CHAI RMAN SI EGEL: The anendnment or the substitute
notion would be to conme up with a different | anguage for item
2. And did soneone wite down what | said? Because |
didn't.

MEMBER WAGNER: I nformation on the rationale to
follow the gui dance.

MEMBER BERMAN:  Wouldn't it be sinple to say
gui dance on and rationale for the interruption?

MEMBER BROWN: That's fine.

MEMBER BERMAN: That would be fine. And could it
be gui dance on and rationale for the interruption or
di sconti nuati on of breast feeding, based on what you had said,
Barry? You m ght want to add that.

MEMBER BROWN: | don't think we have too nuch
license to edit given where this is in the process.

MEMBER WOODBURY: We have |icense to advi se.

MR. CAMPER: We certainly will take your advice.

MEMBER BERMAN: I nterruption suggests they can go
back on it. Wereas if it's 1-131, as Barry was saying, he's
want to tell themto discontinue.

CHAI RMAN SI EGEL: Well, that is spelled out in
the regulatory guide. That's spelled out in |lots of

scientific docunents that we woul d be expected to refer to as
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practitioners. But tell nme what you just said, Dan?

MEMBER BERMAN: Gui dance on and rationale for the
I nterruption or discontinuation.

MEMBER NELP: | like it.

MEMBER BERMAN: Of breast feeding, period.

MEMBER NELP: | |ike that very rmuch.

CHAI RVAN SI EGEL: Now - -

MEMBER WAGNER: | second that notion.

CHAI RMAN SI EGEL: Good. So that really now
becomes the substitute notion and | guess there's an option
for the --

MEMBER SWANSON: | will withdraw the initial
not i on.

CHAI RMAN SI EGEL: Excel l ent.

MEMBER BROWN: And | withdraw the amended noti on.

CHAI RVAN SI EGEL: Excellent. So we now have a
substitute notion. And let ne read it based on what | think
it says. The substitute nmotion would be, is that the ACMU
recommends that the final sentence of proposed -- what is this
.- 35.75(bh)?

MS. TROTTIER: Right. Just (b) is good enough.

CHAI RVAN SI EGEL: Be anended to read, If the dose
to a breast feeding infant or child could exceed 1
mllisievert (0.1 rem), assunmi ng there were no interruption of

breast feeding, instructions shall also include guidance on
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the interruption -- no, guidance on --

MEMBER BERMAN: And rationale for.

CHAI RMAN SI EGEL: Gui dance and -- No, it should
be --

MEMBER BERMAN: Gui dance on and rationale for.

CHAI RVAN SI EGEL: And rationale for the
i nterruption or discontinuation of breast feeding, period.
That's the notion.

MEMBER BROWN: That's good.

MEMBER BERMAN: And you're taking out the when
parent hesi s al so.

CHAI RMAN SI EGEL: |Is there a further discussion
on that notion?

MEMBER NELP: Has it been seconded?

MEMBER WOODBURY:  Yes.

CHAI RMAN SI EGEL: It was seconded and 13 prior
notions were w thdrawn.

MEMBER NELP: Call for the question.

CHAI RMAN SI EGEL: AIl in favor?

(An oral vote was taken.)

CHAI RMAN SI EGEL: Opposed?

Let the record show that the -- and | vote aye.

Let the record show that the ACMJUI unani nously recomrends t hat

even though this package is sitting with the EDO, that we go

back to that | anguage.
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MS. TROTTIER: Actually, we have it. So --

CHAI RMAN SI EGEL:  Super.

M5. TROTTIER: We will discuss this with the
EDO s offi ce.

CHAI RMAN SI EGEL: Good. Conti nue.

MS5. TROTTIER: On the next slide, then, this is
the record keeping part of the rule. And I know a | ot about
this because | was in the EDO s office when he rejected this
rul emaking the first tine. And it was because the | anguage
t hat was previously proposed in his m nd was very confusi ng.
It's down at the bottom and you can see it. He really got
caught on attenuation of radiation by body tissue, blah, blah,
bl ah. His view was only health physicists understand this
and, anyway.

VWhat we ended up with, I think, will probably be
acceptable to himin that it is in nore plain English. So
that's really what the purpose of this change was, to nake the
record keeping requirenent easily read.

CHAI RVAN S| EGEL: Denni s?

MEMBER SWANSON: Afraid | have a comnment there,
too. \What is neant by using an activity other than the
activity adm nistered? |Is this as in making a error in the
cal cul ation, an error in the admnistration? Wat is that in
reference to?

MR. CAMPER: It neans -- it's a conservative
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approach. W' re using the original ambunt of activity
adm ni stered to the patient as opposed to any consi deration of
bi ol ogical elimnation at sonme point in time. You may
certainly do that. You may certainly use the approach where
you bring to bear biological elimnation and so forth. But if
you do that, it requires a record.

CHAI RMAN SI EGEL: Don't 1 and 3, though --

MEMBER SWANSON:  Hand i n hand.

CHAI RMAN SI EGEL: -- capture the sanme thing?

M5. TROTTIER  Yes, it does.

CHAI RMAN SI EGEL: Al though they capture it in a
slightly different way. One -- the conmponent in 1 allows for
a very rapid initial elimnation conponent that quickly
reduces the body burden to some relatively small nunber. And
then 3 uses an effective life of the remai nder as opposed to
just the physical life.

Now, either one could be captured by either 1 or
3. In away they're redundant. But | personally can |live
with this. Especially if regulatory guidance explains what's
goi ng on here.

Anybody terribly troubled by it?

MEMBER SWANSON: Even if you used the biol ogical
hal f-1ife, how can you base it on an activity other than that
whi ch was adm ni stered? It just doesn't make any sense to ne

unl ess you're tal king about errors.
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MEMBER BERMAN: Maybe it should say using

activity less than the activity adn nistered.

MEMBER SWANSON: No, why would you do that?

MEMBER BERMAN: Because what was stated about
rapi d excretion.

MEMBER BERMAN: | tell you, that statenent just
doesn't make any sense.

MEMBER WOODBURY: The thing that disturbs nme, if
the | anguage is witten that the conmttee can't understand,
how do you expect the |icensees to understand? And I'm
totally confused.

MEMBER BROWN:  Ri ght .

MEMBER STITT: It reads |ike a m sadm nistration.
You gave sonething that you didn't nean to.

CHAI RMAN SI EGEL: Actually, why do you need item
1 at all?

MEMBER SWANSON: Ri ght .

MEMBER WOODBURY: That's right.

MEMBER SWANSON: Just elimnate it.

CHAI RMAN SI EGEL: Because | think the concept
that we went through when we discussed this rule at |ength
was, basically that the NCRP-37 approach says, here's a point
source of 1-131. Stand at it froma nmeter. Allow for 25
percent occupancy. And here's your external exposure. W've

addressed i ssues of the | eaky patient in prior discussions.
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And then the things you can do to nodify NCRP-37 are to assune
a different nodel for elimnation as opposed to no
elimnation. To assunme that there is attenuation of the
activity by the patient and to assune a different occupancy
factor. Those are the three variations. And | don't think
you need to say that with four items. One item captures it.

Does anybody -- staff, have a concept that's
different on that?

Stuart? |'m |l ooking at you.

MR. SCHNEI DER: The reason we put that in was if
the number in the -- if the activity was |l ess than what was in
our release table, then it was using the activity
adm ni stered. But if you had a value that was greater than
the release table, you may have to hold the patient until that
activity was less and it no | onger was the activity
adm ni st er ed.

CHAI RMAN SIEGEL: So you're inplying that a
patient would get 6.8 mllicuries of 1-131 and the rel ease
table say 6.6. And you just keep himfor an hour and it's
down to that |evel and then you let himgo hone?

MR. SCHNEIDER: But it's still based on --

CHAI RMAN SI EGEL: But your release table is
actually also going to include sonme -- substitute measurenents
based on external dose rate as well. So the licensees are

going to have an out fromthere as well.
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MEMBER NELP: That's going to be the detern nant,

isn't it? O either/or?

CHAI RMAN SIEGEL: It's still going to be alittle
bit of either/or.

MR. SCHNEIDER: In the case where it's either/or,
then if you use the rel ease val ue based on the dose rate, then
you have to have the record of the survey. And that's
explained in the guidance attached to that.

MEMBER WAGNER: Barry, would the wording -- since
what they want is the retained activity rather than the
adm ni stered activity, it seens to ne that that's the change
that you need in nunber 1 to satisfy what they want.

CHAI RVAN SI EGEL: Well, it's retained --

MEMBER WAGNER: It's the retained activity.

CHAI RVAN SI EGEL: Retai ned when?

MEMBER WAGNER:  Well, it doesn't matter. | nmean,
it's retained at any point that they want to rel ease the
patient. If it's based upon the retained activity at the tine
of release rather than the adm nistered activity.

MEMBER NELP: |'m confused.

CHAI RVAN SI EGEL: That actually is the basis for
rel easi ng soneone who got thyroid cancer therapy, right?

MEMBER WAGNER: Ri ght .

CHAI RMAN SI EGEL: You really are basing it on

retained activity.
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MEMBER NELP: Rat her than nonitored exposure?

' m confused.

CHAl RMAN SI EGEL: Well, it's either/or.

MEMBER WAGNER: Yes, it's either/or.

MEMBER NELP: It would seemto nme that if soneone
gives nore activity to the patient than is in the table, then
t hey ought to go the release criteria by nonitoring the
pati ent.

CHAI RMVAN SI EGEL.: Cat hy?

MEMBER NELP: That's -- you have a choi ce,
woul dn't you?

MR. CAMPER:. No, renenber, it's purely dose
driven now.

CHAI RVAN SI EGEL: And it's --

MR. CAMPER: It's 500 mllirem absolute limt and
you al so have the 100 mIlirem consi derati on.

CHAI RMAN SIEGEL: Right. 1It's dose driven but
it's dose driven with the ability for |icensees to refer to
tables if they don't want to calculate doses. And the tables
provide | ot of conservative room --

MR. CAMPER: | understand. But | think Dr. Nelp
was referring to the current criteria where you're measuring a
meter, 5 nr per hour the other or that currently exists?

CHAI RMAN SI EGEL: But the table actually -- the

tables as we | ast saw them i ncluded both dose rates and
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retained activity, as | recall.

MEMBER NELP: Isn't that correct?

CHAI RMAN SI EGEL: And | have this in the
regul at ory gui de.

MR. CAMPER: The tables do that. That's right.

MS. TROTTIER: Right. | believe they still do
t oday.

CHAI RMAN SI EGEL: Cat hy.

MR. CAMPER: That's right.

CHAl RMAN SI EGEL: Cathy, did you want to comment ?

MS. HANEY: | was just going to say that the reg
gui de tables, the way they're set up right now, are set up as
adm ni stered activity and that's why the -- one of the reasons
why the rule | anguage, it was in there base don adm ni stered
activity. However, if you' re taking into account at the time
of adm nistration, then you are |ooking at the dose that is
retained in the body. So, it depends upon -- both are right
but it depends which way you' re attacking the problem \Wich
way you're attacking.

MEMBER WAGNER: It seens to ne what you're
getting at, though, is the idea that you'd use retained
activity which still would be beyond what the table is.

MS. HANEY: It is. But the values -- the sinple
way to look up the table is to | ook at the adm ni stered

activity.
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MEMBER WAGNER: Right. | understand. |

understand. And if they wanted to rel ease hi m based on
retained activity, they'd have to go through a calculation to
judge that -- to justify that.

MS. HANEY: Right.

MEMBER WAGNER: So, a solution to your problemis
to say, using the retained activity, not the adm nistered
activity. So if in their justification they used retained
activity as opposed to adm nistered activity, they can justify
it. | mean, | think that's the issue that you're getting at.

MR. CAMPER: The problemis, if you go back why
was C put in at all? And if you -- for exanple, if you read
it and it said the |icensee --

CHAI RMAN SI EGEL: You don't really want to raise
t hat questi on.

MR. CAMPER. | think | just did.

MEMBER WAGNER: Ki ck the dog again, Larry.

MR. CAMPER: But if you were, for exanple, to
say, the licensee shall maintain a record of the basis for
authorizing the rel ease of the individual for three years
after the date of release, period, that's a problem W felt
t hat was a burdensone record keeping requirenment because it
woul d require every release to have a record. And we didn't
want to do that.

So, what we attenpted to do was to establish a
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conservative criteria that if followed, and this is where you
get into you're treating it as a point sore, you're treating
at a specified distance. You're using the original anmount of
activity adm nistered. If you rel ease considering those kinds
of considerations which the tables describe the ambunts, then
no record keeping is required. But if you deviate fromthat,
then you find yourself in record keeping space. So it was an

attenpt to reduce the anmobunt of record keeping.

MEMBER WAGNER: | understand that.

MEMBER NELP: |1'd like to comment.

Larry, you know, if | take your chest X-ray, |'m
obligated to keep it in ny file for X nunber of years. |If |
treat you as a patient, I"mobligated to put in your nedical

record what |'ve done and that nedical record is a pernmanent
file for your life. And for a nunber of years. So, it's
really not very burdensome, and | do this routinely and I'm
sure ot her people do, when | treat you, | will say how nmuch I
gave and | can put in there released with such and such
activity, period. | nean, it's a matter of current procedure.
MR. CAMPER: But | don't think that the
docunent ati on of chest X-rays and the |like have anything to do
with the possible dose consequence to a nmenber of the public.
MEMBER NELP: No, but |I'm saying even now | keep
this record permanently. It isn't a burden for ne to keep

this record for three years. That was ny point. | keep this
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MR. CAMPER: | agree. | don't think the keeping

of the record is the problem | think the devel opnent, the

need for the devel opment of the record is the problem \Wat

we attenpted to do here was to establish a threshold bel ow

whi ch you woul d not have to devel op a record using

conservative practice.

MEMBER NELP: Even bel ow your threshold | keep a

record permanently.
MEMBER WOODBURY:
appropri ate?

MR. CAMPER: But

I s keeping the record

do you want -- You don't want

the NRC to inpose that on all --

MEMBER NELP: Yes, | think that's very

r easonabl e. You know, if -
CHAlI RMAN SI EGEL:

You're retro --

We' ve had this di scussion.

MEMBER NELP: Am |, really? Because this is a

routi ne formof nmedical practice. |If you conme to ny office,

enter that visit in nmy nedical record on a pernmanent basis.

CHAI RMAN SI EGEL:

' mnot sure you keep those

records in an NRC readily inspectable format.

MEMBER NELP: I
very readily.

MEMBER SWANSON:

think | do. | could access those

Isn"t what you want to say is
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using an activity that results in an exposure rate of |ess
than 0.1 mllirem assum ng an occupancy factor of .257
Because what you're really trying to do is -- your problemis
you're trying to allow people to rel ease based upon your
gui dance docunent but you can't refer to your guidance
docunment and regul ation, right?

MR. CAMPER: That's right.

MEMBER SWANSON: So, you've got to refer back to
the criteria used in your guidance docunent as your

regulation. And so that's what |I'm saying, using an activity

that results in exposure rate less than 0.1 mllirem assum ng

an occupancy factor of 0.25, which is what your tables are
based on. O sonething in that kind of wording.

MR. CAMPER: Well, you're right on the mark with
what the problemwas, that's right.

CHAI RMAN SI EGEL: Right. Because you can't
reference the guidance in the rule.

MEMBER NELP: But isn't this related to keeping
of the record?

MS. TROTTIER: Well, it's which records you have
to keep, that's the concern. Rather than keep records of
every rel ease

MS. HANEY: Can | just say sonething?

CHAI RMAN SI EGEL:  Yes, Cathy.

M5. HANEY: we felt that it was inportant in the
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case of nunmber 3 to have it in there because of all the

di scussi ons that took place about having a table that woul d
allow for release by taking account biol ogical considerations.
And again, we were trying to keep the record burden down. The
requi red regulatory record burden in the |license down by

maki ng sure that that statenent was in there.

CHAI RMAN SIEGEL: [|I'ma slow | earner here. G ve
me one nore exanple that focuses only onitem1. | give a
patient 30 mllicuries of 1-131, or 100 mlIlicuries of I-131.

When would | rel ease the patient using some other activity?
G ve nme an exanple. |'m having trouble understandi ng an
exanple that is not -- that's just based on using a different
number as opposed to using one of these other assunptions to
get to the different nunber. That's where |I'm confused.

| mean, | mght say it's okay for me to rel ease
pati ents over 150 pounds when they have 50 m|licuries because
| ' ve considered occupancy factor. But that's not using a
different activity admnistered. | mght do it on the basis
of biological elimnation. | nmean, not occupancy factor,
shielding. |1 mght do it on the basis of occupancy factor.
But | don't understand how | would ever use a different nunber
ot her than the starting nunmber unless you nmean what Dennis and
Lou were driving at which is the retained activity at the
noment of rel ease based on sonme measurenent.

MR. CAMPER: But you see, under that scenari o,
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that wouldn't require a record.

MEMBER WAGNER: It would if it's still beyond the
tables, wouldn't it?

MS. TROTTIER: Right, if it's not the value on
t he table.

MEMBER WAGNER: That's the point that we're
trying to make. And that was what | thought the issue was.

If you're still beyond the table but you're still justifying a
hi gher rel ease activity.

CHAI RVAN SI EGEL: But then you're going to be
doing it on one of these other factors, not juts on the fact
that it's a different nunber.

MEMBER WAGNER: Right. But the point -- that's
exact -- Well, no. | think the --

MR. CAMPER: No, you are. Because the reality of
the matter is you could rel ease patients with substantially
hi gher activity. And the thing that would |l et you do that, of
course, is item 3.

MEMBER NELP: May | ask --

MR. CAMPER: And in that case, you will create a
record because you opt to rel ease that patient at a nuch
hi gher activity level.

MEMBER WAGNER: Well, that's only if you want to
follow the tables. But my point is, is that if you don't to -

- if you still want to release at a higher activity beyond
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what the tables are, then you would still have to justify it
on the basis of the other activity, also.

MR. CAMPER: | understand. But the table, the
one basic table is about physical decay.

MEMBER WAGNER: | understand what you're saying.
Al right. Yes. | agree. | agree. You can elimnate 1 and
It won't change anyt hing.

MEMBER NELP: May | ask a question again?

CHAI RVAN SI EGEL:  Sure.

MEMBER NELP: If | release a patient with sonme of

t hese exceptions based on ny own judgnent, |I'm going to make a
record of it. If | release a patient according to the

gui del i nes wi t hout any exceptions, |I'mgoing to keep a record
of it.

CHAI RMAN SI EGEL: That's your choi ce.

MR. CAMPER: Not for us you're not.

MEMBER NELP: No, but in the practice --

CHAI RMAN SIEGEL: It's no longer an NRC required
record.

MEMBER NELP: But in the practice of nedicine,
because of ny role as a physician, ny nedical malpractice
i nsurance, ny ability to bill appropriately, and ny
prof essional career, | amgoing to keep a record of it.

CHAI RMAN SIEGEL: But I'mjust telling you that

i f you send people home who got 5 mllicurie inmging doses of
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| -131, assum ng they're not breast feeding, you don't have to

put anything down on paper for anyone --

MEMBER NELP: Yes | do. Yes, | do.

CHAI RMAN SI EGEL: NRC requirenents.

MEMBER NELP: That's exactly correct.

CHAI RVAN SI EGEL: You can nmmke whatever record
you choose to based on the way you practice nedicine.

MEMBER NELP: If I'"min the practice -- anybody
in the practice of medicine --

CHAI RVAN SI EGEL: But NRC won't --

MR. CAMPER:. Wth the exception of the patient
dose record. We do have a requirenent.

CHAI RVAN SI EGEL: | under st and.

MEMBER NELP: Let nme conplete this, Barry.

CHAl RMAN S| EGEL: Pl ease.

MEMBER NELP: |If you kept a record on everything,

it wouldn't be a burden to anyone because the record exists.

You see? The record exists. There's no way that you're
going to treat a patient w thout a record.

CHAI RMAN SI EGEL: We need to have a chat about
der egul ati on.

MEMBER NELP: | understand.

CHAI RMAN SI EGEL: And about getting the

governnent out of our face and not about giving themnore to

do.
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MEMBER NELP: Thank you. | just wanted to be

sure that you understood ny opinion.

CHAI RMAN SI EGEL.: | guess.

Do we want to recomend that 1 di sappear because
It seems like it's irrelevant?

MEMBER WAGNER: | second that notion.

CHAI RMAN SIEGEL: | didn't make it but | guess |
did. Do you guys have a strong argunent why it has to be in
there? Please explain it to ne.

MS. TROTTIER  See, |'m staying out of this fight
because | recomrended about one or two things. And so --

MEMBER NELP: It's totally redundant.

MR. CAMPER: In the side bar, | was just trying
to understand if we pulled out that element within the tables,
what would that do to the entire table?

CHAI RMAN SI EGEL: Not nuch. But the tables are
based on the assunptions that with a given adm ni stered
activity, that the dose will be either less than 100 or |ess
than 500 with an occupancy factor of .25 at a nmeter with no
bi ol ogi cal elimnation and with no shi el di ng.

MR. CAMPER: That's correct.

CHAI RMAN SI EGEL: And consequently, 1 is
irrelevant, | think. | don't want to -- if you've got a
carefully articulated reason for 1 being in there, | want to

hear it before we vote on this notion. Because | don't want
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to mess sonething up that you've really thought through very

carefully. But |I'm happy to destroy sonething if you don't

got a good reason for it.

MS. TROTTIER: 1'mgoing to be bold and say |

don't think we have a really strong reason

CHAlI RMAN S| EGEL: In that case, shal

question?

MEMBER WOODBURY: Call the question.

CHAlI RMAN SI EGEL: All in favor of the

we call the

recommendation fromthe ACMJ that item 1 be elimnated in

paragraph C --

MR. SCHNEI DER: One second, Barry.

VWhen this was

out in July, there was an instance where it cane about,

whi ch

| can't renmenber now, where the |ack of this phrase was very

i nportant that it be there. And | just can't remenber
now t hat specific exanple.
MR. CAMPER: Well, it becones the basis for

ri ght

t he

follow ng el ements. You have to assume sone activity to begin

Wit h.

MEMBER WAGNER: How can you adm ni ster

activity that's not adm ni stered?

an

MEMBER SWANSON: Exactly. Unless it's a

m sadm ni strati on.
MR. CAMPER: But that woul dn't cal

elimnation of 1 entirely.

for

t he
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MEMBER WAGNER: Using an activity other than the

activity adm ni stered.

MR. CAMPER: Yes, but how are you going to
address the point? You nust have sone basis of activity to
begin wth.

MEMBER WAGNER: Ri ght .

MEMBER BROWN: It's activity adm ni stered.

MR. CAMPER: Sorry. Say that again.

CHAI RMAN SI EGEL: A zero has got to be the
starting point. Differential equation we're going to solve
here. | mean, | could be giving people 100 mllicuries and

let's just say, what I'mgoing to do is just say | gave him

one. Let's just do that. That's using an activity other than

the activity adm nistered. That's willfully falsifying the
records. | don't get it.
MEMBER NELP: But you have to keep that falsified

record for three years.

MEMBER WAGNER: Coul d you possi bl e have a

situation where you adm nister an activity and for sone reason

it doesn't get into the patient? It falls on top of the
patient or sonething?

MR. CAMPER: It triggers the creation of the
record.

CHAI RMAN SI EGEL: This is goofy.

MEMBER WOODBURY: It doesn't make any sense,
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Larry.

CHAl RMAN SI EGEL: What triggers the record?

MR. CAMPER: Using sone nunmber other than that
anount of activity which was actually adm ni stered.

CHAI RVAN SI EGEL: No. But the only basis for
usi ng a nunber other than the nunber adm nistered is because
you did calculations related to 2, 3, or 4.

MR. CAMPER  Right.

CHAl RMAN SI EGEL: Because you can't say, well,
really gave this patient 100 mllicuries but let's just say we
only gave him 10 and we'll rel ease him based on that. You
can't say that. What you can say is, we gave them 100. This
pati ent wei ghs 600 pounds. He attenuates a |lot. He lives
al one in the nountains and we're going to let himgo hone.
Okay? Not because we didn't really give him 100. Because we
gave him 100.

| think we should call the question to elininate

MEMBER WOODBURY: Call the question.

(Wher eupon, an oral vote was taken.)

MEMBER BROMWN: |1'd |ike to abstain since | don't
have the special know edge to judge this.

CHAI RMAN SI EGEL: Let the record show that with
t he one abstention, that we unani nously recomrend - -

MEMBER NELP: The only know edgeabl e person
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abst ai ns.

CHAI RMAN SI EGEL: You want to try (d)?

M5. TROTTIER  Yes, let's try (d). | really
think (d) is probably pretty easy.

Yes, go ahead, Torre.

CHAI RMAN SI EGEL: Don't you dare say that.

MS. TAYLOR: | need to say that everyone that's
speaking off the main table needs to say their nane for the
transcript so we know who's speaki ng.

MS. TROTTIER: Under (d), which is the |last slide
on this rulemaking, this is sinply the addition that addresses
the instructions for the breast feeding woman. And that it's
to retain the record for three years. Previously we didn't
have that provision in there at all because it wasn't in the
previ ously proposed rule version you saw.

MEMBER SWANSON: | need to ask a question about
t hat .

MS. TROTTI ER:  Sure.

MEMBER SWANSON: Excuse ne. You've got providing
instructions if the exposure could exceed .1 rem but your
requi rement for the witten docunentation is at .5 rem Do
you really nmean that?

CHAI RVAN SI EGEL:  Yes.

MS. TROTTIER: Yes, they say yes.

VEVMBER SWANSON: So, you're saying --
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CHAI RMAN SI EGEL: Breast feeding.

CHAI RMAN SI EGEL: Dennis, here's the --
MEMBER SWANSON: Let nme just understand this as a
licensee. | give instructions at the .1 rem | evel but you

don't require that | have to docunment it unless it's above .5

renf

CHAI RMAN SI EGEL: Right. And from an inspection
poi nt of view, what that nmeans, |I'm hoping, is that the
i nspector will cone in and say what do you tell breast feeding

wonmen who are having thyroid scans with technetium
pertechnetate. They m ght ask the technol ogi st or they m ght
ask the radiol ogist, or the nuclear nedicine physician, or

| ook through the brochure that's handed out. On the other
hand, they m ght say have you treated any patients with [-131
for thyroid cancer who were breast feeding, or for
hyperthyroidismin the last year. And then they'Il want to
see the actual record that says the patient was instructed
that it is necessary for her to discontinue breast feeding.
And that's in the chart. So that's the difference.

MEMBER BERMAN: But shouldn't that then say, in
line 2, instructions regarding interruption or discontinuation
rather than just instructions? Instructions were provided to
breast feeding wonen.

CHAI RVAN SI EGEL: That instructions were

provi ded.
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MEMBER BERMAN: It's instructions regarding

di sconti nuati on of breast feeding.

CHAI RMAN SI EGEL: Well, it's discontinuation or
i nterruption.

MEMBER BERMAN: O interruption, that's right.

But instructions regarding interruption or discontinuation of

MEMBER NELP: You can maintain --

MEMBER BERMAN: |' m sayi ng you should insert the
words instructions regarding interruption or discontinuation
of breast feeding.

CHAI RMAN SI EGEL: That would make it clearer.

Cat hy, you had a coment on that?

M5. HANEY: | just wanted -- this is Cathy Haney.
| just wanted to say at |least prelimnary inspection guidance,
what we plan on saying is, having the inspector |ook at were
instructions given, yes or no. OQur intent at this point is
not to have the inspectors |ooking at the instructions.

MEMBER NELP: That's reasonabl e.

MR. CAMPER: Anen.

CHAI RVAN SI EGEL: Doctor Berman has suggest ed,

t hough, that clarification m ght require adding the follow ng
phrase, if | captured it. The licensee shall maintain a
record for three years after the date of rel ease that

I nstructions regarding interruption or discontinuation of
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breast feeding were provided to a breast feeding woman if the
radi ati on dose to the infant of child from continued breast
feeding -- that's getting to be a pretty legalistic phrase
here -- could result in a total effective dose equival ent
exceeding 5 mllisieverts. And | think that clarification
doesn't hurt. | think it hel ps.

So, we could entertain that as a notion, too?

MEMBER NELP: But haven't you already required
those instructions to be given about breast feeding and this
is specifically -- It's already gone through that scenari o.

CHAI RMAN SI EGEL: | understand. This is just a

different part of the rule and it's just to make it imm nently

cl ear.

MEMBER BERMAN: It's sinply a clarification.

CHAI RMAN SIEGEL: It's sinply clarification. |
don't think it hurts at all. 1t's not redundant in this case.

Can we have a notion to nmake that a change?
MEMBER SWANSON: So noved.

CHAI RMAN SI EGEL: Second?

MEMBER BROWN:  Second.

CHAI RMAN SI EGEL: Further discussion?

MEMBER BERMAN:.  Questi on.

(Wher eupon, an oral vote was taken.)

MEMBER SWANSON: M. Chairman, can | nmake one

comment on this subject? And item of concern that | think
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this commttee needs to look at. There's still a fair anount
of concern in the nuclear nedicine community that the new Part
19 and 20 regul ations that define training requirenents for
t he general public and for occupational workers nmay be
inferred to nean that patients exposed, let ne go on, to
patients rel eased -- or, excuse ne. Fam |y menbers exposed
to the patients released may have to receive instruction.
There's still sonme concern on that.

| think that what | would like to recommend is
that how that is going to be addressed in Part 19 and 20 be
brought specifically back for discussion at this commttee at
t he next neeting.

CHAI RMAN SIEGEL: You're referring to 201301,
Denni s?

MEMBER SWANSON:  Yes.

CHAI RMAN SI EGEL: Those limts for individual
menbers of the public?

MS. TROTTIER: Part 19 applies to workers
instruction, it's not for the public.

MR. CAMPER: That's correct.

MEMBER SWANSON: The problemis it says
"Occupati onal dose does not include dose received from
background radi ation as a patient from nedical practices from
voluntary participation in nedical research programs or as a

menber of the public.
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CHAlI RMAN SI EGEL: Correct.

MEMBER SWANSON: It doesn't say or froma
patient, okay.

CHAI RMAN SI EGEL: But occupational dose, it does
in fact include the dose froma patient.

MEMBER SWANSON: Absol utely.

CHAI RVAN SI EGEL:  Yes.

MR. CAMPER: Every day.

CHAI RMAN SI EGEL: But renmenber occupational dose
isn't at 100 mli-renms. QOccupational dose is cut at 5 rans,
right? So the fact that I work around patients who are
treated with 100 mllicurie doses of [-131 is very nuch
rel evant to ny occupati onal dose, and ny occupational dose
isn't limted at 100 mli-rens per year and, therefore, |
don't need an exenption to get it up to 500 mli-rens per year
because because it's already 5 rens per year. fortunately I
al ways get mnimal, but that's where it is. Are you with nme?
So occupational dose and public dose don't mx in this
scenari o.

There has been sonme concern expressed that public
dose was going to be tricked by this release stuff, but I've
been assured in discussions that |I've had with M. Canper and
others that 35.75 will rule the day on this. And nuch as
we' ve seen in other discussions were 35 provides nore specific

information that applies to a nmedical situation than the
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generic information in 20, then 35 wins. That's been the
general ruling made by the Conm ssion on a couple of these
guesti ons.

MEMBER SWANSON: And | agree with you and I am
aware of that fromsitting on this commttee, but | can tell
you the way the regulations are currently witten it remains a
concern in the nucl ear nedicine community.

MR. CAMPER: Well, you have two things to bear in
mnd. |If you go back to the wong patient rule, 20.1002, "The
scope,” was nodified so that it now reads "The limts in this
part do not apply to dosage due to background radiation, due
to any nedical adm nistration the individual has received."”

The patient release rule further goes on to
clarify "Or doses from an individual who has been
adm ni stering material ."

MEMBER SWANSON: Right, but will there be
| anguage in Part 20 to say that the patient release rule takes
preference over the Part 20, Part 19 and Part 20 in a simlar
vei n?

MR. CAMPER: Well, we do have sone | anguage.

VWhere is the | anguage that clarifies that the nore specific
part applies?

M5. TROTTIER:  Are you tal king about in patient
rel ease, Larry?

VMR. CANMPER: Yes.
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MS. TROTTI ER: | don't have the rule in front of

me, but there is no training requirenent in Part 20 for
menmbers of the public.

CHAI RMAN SI EGEL: How could you train the genera
public? You can interpret that question on nmany | evels.

MR. CAMPER: First of all, Dennis, let ne, that
i nformation that was published in early '94 in which the
Comm ssi on was explaining that. The nore specific part, in
this case Part 35, ruled nore than the general requirenents,
Part 20. Subsequent to that, in the wong patient rule under
t he | anguage in 20.1002 "The scope,"” that has been further
clarified that it does not apply to any exposure that the
i ndi vidual has received as a result of a nedica
adm ni strati on.

In the language in the patient release rule, and

| don't have that in front of me, it goes on to further

indicate that it's al so exposure to nenbers of the public from

an individual undergoing a nedical procedure. So we have
al ready been on record as saying that the nore specific
regul ati on applies, and we have further gone on to clarify
even the scope of Part 20 in each of the two rul emakings.

But then the occupational worker part of it
doesn't apply to nmenbers of the public. It only applies to
occupati onal workers.

MEMBER SWANSON: | don't have a problemwth
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anyt hi ng you're saying --

MR. CAMPER: Ckay.

MEMBER SWANSON: -- to this commttee.
under st and your intent.

MR. CAMPER:. Okay.

CHAI RMAN SIEGEL: | am concerned again that the
regulations in Part 19 and 20 have been interpreted by the
menbers of the nuclear nedicine community, and nore than one
IS saying that it could nean that patients -- excuse ne,
fam |y nmenbers of patients receiving radioactive materials
woul d be required to have training, okay. And for a couple of
reasons, nunber one, they kind of fall out in between, okay.
Publ i c dose neans the dose received by a nmenber of the public
from exposure to radiation and/or radi oactive materi al
rel eased by a licensee, okay.

So basically I"'ma licensee, | release a patient,
okay, so it falls into that criteria. It says it does not
i ncl ude occupati onal dose or doses received from background
radi ation as a patient from nedical practice. It doesn't say

"froma patient from medical practices”, it says "as a
patient” or fromvoluntary participation in nedical research
prograns.

All 1"msaying is where is the specific |anguage

where Part 35 release criteria will take preference over Part

19 and 20 statenents, that's all |I'm saying.
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MS. HOLAHAN:. Dr. Siegel?

CHAI RMAN SI EGEL: Yes, Cathy or Trish?

MS. HOLAHAN: Ckay, Trish Hol ahan. | just wanted
to say that as part of this rule package there are changes to
Part 20. One of the changes is to the definition of public
dose to exclude doses received frompatients released in
accordance with 35.75. Also there are simlar changes to
20.1301 in ternms of the public dose limt.

MEMBER SWANSON: Thank you. And I think those
need to be brought back out again.

MS. HOLAHAN: And they are in the rul e package.

CHAI RVAN SI EGEL: Ckay, good.

MEMBER WAGNER: May | nmke one comment pl ease?

CHAI RVAN S| EGEL:  Sure.

MEMBER WAGNER: On the panphl et that was passed
out, the regulatory guide 8.39, in your tables please nmake
sure you di stinguish appropriately between capital Ms and

small ms. We don't want people getting negacuries of

activity.

MS. TROTTIER: Before you say anything further
about the regulatory guide, | just want to nmake one inportant
point. |'mgiving you copies of the regulatory guide. | wll

put that in the public docunment room for individuals who are
in the roomand would like to get copies of it. It is a very

rough draft. It has not been approved by anybody, so
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therefore you can |l ook at it, you know, taking it into

account, it's status. Hopefully it will be soon out for
publication, for comment. | don't anticipate this process
taking a long tinme, but | don't believe it will go within the

next couple nonths. So, you know, certainly your views are
wel cone, but as | said, you know, renember this is a very
rough draft.

CHAI RMAN SI EGEL: And |'ve been kind of pushing
hard over the last nonth or two to see if we were going to get
this draft regul atory guide before the neeting so we could
reviewit. We obviously haven't. The concern |'ve had is
t hat when we discuss this rule the first tine we really
started seeing sonme real |anguage, nmuch of our concern related
to the content of the draft regulatory guide. And so ny
question to you is, how do you wi sh to hear back from ACMJI
about what's in here given that no realistic neeting time wll
allow us to discuss it at a neeting?

MS. TROTTIER: Because |'mputting it in the
public docunent room we can take written correspondence on it
from anyone.

CHAI RMAN SI EGEL.: Ckay.

MS. TROTTIER: And, you know, as I'mtrying to
say, I'mgiving it a couple of nonths because | don't
anticipate it getting out of here within the next two nonths,

but, you know, six nonths is probably too long to get back to
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us.

CHAI RMAN SI EGEL: In the event that nenbers of
this commttee worked hard toni ght and we thought that there
were sone issues that needed to be raised while we're here,
|'"d guess I'd reserve the right, unless you tell me I can't,
that we mght try to address sone of this tonorrow

MR. CAMPER: | think that's fine, if the agenda
allows it.

CHAI RMAN SI EGEL: GCkay. So | would encourage al
of you to try to look at this --

MR. CAMPER: Let ne ask you anot her question,

Barry.

CHAI RVAN S| EGEL:  Sure.

MR. CAMPER: As Cheryl pointed out, these guides
will be published for public comment. And what's the tinme

l'ine on this particul ar gui dance docunment for public comment?

MS. TROTTIER: You mean how | ong?

MR. CAMPER: Yes.

MS. TROTTIER: We don't have one set. | nean |
don't believe there is, you know, an urgency to have a short
revi ew peri od.

MR. CAMPER: You m ght want to ponder, Barry,
whet her or not a subcommttee may --

CHAl RMAN SI EGEL: Why don't | just nove in?

MR. CAMPER: -- public comment period. | only
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offer that as sonmething to think about, and we would entertain
t hat .

CHAl RMAN SI EGEL: Yes, great. It's not all that
entertaining, but maybe.

Ckay, conti nue.

MS. TROTTIER: Okay, now | did, you know,
obviously tell a fib, that I could be done here in an hour, so
we'll nove on.

| believe the next topic will be fairly sinple
because | really don't have nuch to tell you. This is the
gui dance for the radiopharmacy rule. You reviewed it the | ast
time you net, | believe, and we have taken sonme additi onal
coments and we expect the guides to be issued for public
comment shortly. The public coment period will be 180 days,
so there is going to be a long period of time, but | think
it's pretty close now, so.

CHAI RMAN SI EGEL: Yes, Dennis?

MEMBER SWANSON: Questi on?

CHAI RMAN SI EGEL:  Yes, Dennis.

MEMBER SWANSON: Was it still your intention to
conduct a workshop on that in the involved part?

MR. CAMPER: Yes, | wanted to make two comments.
| wanted to, as Cheryl pointed out, this conmttee has seen
this before. And also there has been a great deal of effort

exhorted by Dennis Swanson and Marc Ratman. | think Marc is
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still here. Dr. Ratman is one of -- is our ex-nedical
visiting fellow. And a great deal of work has gone into these
gui dance docunents. Also Dr. Pollycove too has nmade a
significant contribution. | want to thank them for that.

But, yes, we do intend, we have previously
commtted on the record that we woul d have a workshop, a one-
day wor kshop, with representatives of the radi opharnmaceutica
i ndustry, and we had hoped to do that before the guidance
docunents were published. That hasn't happened or won't

happen for a nunber of different reasons. But, yes, during

t he public coment period there will be a one-day workshop
here, and we'll allow representatives of the industry to take
a | ook at the guidance as well, absolutely.

MEMBER SWANSON: Thank you.

MS. TROTTIER: Okay, the next rul emaking that we
had on the agenda was the pregnancy and breastfeedi ng rule.
That's currently on hold for a nunber of reasons. W're still
wai ting for information from our contractors as well as the
decision to just hold off until we get the National Acadeny of
Sci ences study conpleted. But | believe the staff had
actually come up with sone questions.

In an effort to nove this along, we could defer
these really. | mean | don't believe there is an urgency, Dr.
Siegel, if you would like to defer them | think we had them

on the agenda, but we're really not going to make any
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decisions on this topic until the next neeting.

CHAI RMAN SI EGEL: This is not a five mnute
di scussi on.

MS. TROTTIER: Yes, | realize that.

CHAI RMAN SI EGEL: And | think when we do it, we
ought to do it in a fashion to revisit the stuff we tal ked
about three years ago --

MS. TROTTI ER:  Yes.

CHAI RMAN SI EGEL: -- and do it so we can really
analyze it in depth and not in two m nutes.

MS. TROTTIER: | would prefer to do that. So
unl ess you object, I'll not --

CHAI RMAN SI EGEL: And |I'm saying not just in the
i nterest of our schedule, but in the fact that this really
needs to be aired with nmore than a little bit of tine.

MS. TROTTI ER:  Yes.

CHAI RMAN SI EGEL: Any di sagreenment? Okay.

MS. TROTTIER: Okay. Well, then I will junp to
the petition and --

CHAI RMAN SI EGEL: Excuse ne, Cheryl.

MS. TROTTI ER:  Yes, sure.

CHAI RMAN SI EGEL: We theoretically have about an
hour and a half's worth of work to do and it's now 11: 30,
before we break for lunch. W don't know how |l ong this

petition will take. Larry was just looking to see if there is
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any logical way to juggle this. | would propose that if we
can get through all of it in an hour, that we work through
until 12:30 and then not break for lunch until then. But does
anybody feel hypoglycem c?

MAN: |'ve gotten pretty --

CHAI RVAN SI EGEL: You can | eave.

MR. CAMPER: Another alternative would be to do
the intervascul ar brachytherapy i ssues now and break at | unch.

MS. TROTTIER: We could go back and do it the way
it originally was on the cal endar, because --

MR. CAMPER: |If you do that, you probably can
cover the intravascul ar.

M5. TROTTIER: |In 30 m nutes.

CHAI RVAN SI EGEL: The only question | would ask
is if there are representatives here fromTri-Md who woul d
feel betrayed if they to stay until after lunch? The real
guestion is whether you're going to m ss your airplanes if we
do it right after |unch?

MAN:  Yes.

CHAI RMAN SI EGEL: Then why don't we take Larry's
suggestion --

MS5. TROTTIER: That's fine.

CHAI RMAN SI EGEL: -- delay it until after lunch
and let's go on with intravascul ar brachyt her apy.

MS. TROTTIER  Okay.
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CHAI RMAN SI EGEL: We haven't even begun to

consider the turf issues on this one yet.

MS. TROTTIER:  Thank you very nuch.

CHAI RMAN SI EGEL: Thanks, Cheryl.

| announced earlier that we were going to get
oral coments from ASTRO and |'mtold we only have witten
comments from ASTRO, and you have copies of them before you.

Jim go ahead.

MR. SMTH:. Yes, the topic that we want to
di scuss today is sonmething we see is comng on the horizon and
it's probably a very large application of brachytherapy and a
non- cancer nodality.

We first got wind of this back in May when Trish
came back from what was it, the International Conference on
Brachyt herapy, down in Pal m Beach. And we first heard that
there was the proposed treatnent of brachytherapy for
restenosis.

From some of the informati on we received from one
of the | ocal vendors of sources it appears that in 40 to 60
percent of patients who undergo bal |l oon angi opl asty, that
they're liable to -- they're possibly going to have restenosis
later in the future. Various nmedications and mechani cal
met hods have been used in an effort to prevent restenosis with
very disappointing results. There is evidence that a

proliferation of smooth nmuscle cells causes restenosis in
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response to stretch and stinmulation by a variety of growh
factors. And this cones into play also because they are now
using stents and they're finding that the stent itself also
causes restenosis.

It's been hypot hesized that |ocal radiations to
t he angi opl asty treatnent site nmay result in a reduction of
the incidents of restenosis due to the growth and inhibitory
ef fect of radiation on vascular smooth nmuscle cells.

There have been two studies that |'m aware of.

One is being done at Scripps Institute, and currently today

t hey are having a conference to present sone of their results.
And there is another trial that was conducted in Germany, and
t hey've had promi sing results. Animal and human studi es using
these treatnments in Europe have denpnstrated prom sing
results. So there is a great interest.

Currently at the AAPM they decided to prepare a
task group to deal with this issue. They plan to put out
information regarding the nodality in a newsletter, and
they're al so planning on doing a task group report on the
subj ect .

It's estimated that approximtely 400, 000
patients a year will be candi dates for this procedure, so this
can well outshine any radiation treatnment or brachytherapy
treatment of cancer patients. Wth this nunber of treatnments

it's anticipated that the use of brachytherapy may be used
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nmore by cardiol ogi sts than by oncol ogist. | know we've al ways
had i ssues of training experience with cardiol ogists here in
t he nucl ear nedicine area, and this may be another area for
the training experience issue to come up again.

Additionally, in recent nonths, ever since we
found out about this, we've been approached by several
manuf acturers, sone that are suggesting that we use pernmanent
i nplants in the mcrocurie range, sone are currently using or
plan to use HDR treatnment for these treatnents.

The activity sources ranges from m crocurie for
t he permanent inplants up to the curie range for the HDR
treatments. Since the goal is to deliver a dose of radiation
to the smooth nmuscle cells and vessel and to limt the dose to
the rest of the patient. Some manufacturers are suggesting
that they use a beta emtting coated stent under 10CFR35400
i ntravascul ar brachytherapy is not an approved use, nor is the
use of this unseal ed source.

Trish? 1 know each of you has these questions in
your handout, but for the benefit of the people in the
audi ence?

MEMBER BROWN: Is it necessary for ne to know
what restenosis is, or just to knowit's a bad thing and you
don't want it?

MR SMTH. [It's follow ng balloon angioplasty |

believe there is a growh of cells inside the vessel wall, and
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it basically it occludes the vessel within a few nonths
follow ng the treatnent.

MEMBER BROWN: Ckay.

CHAI RMAN SI EGEL: Buzz, please use the m crophone
so people can hear you

MEMBER BROWN: Thank you.

CHAI RMAN SI EGEL: Okay. Did you get any of that?
Doctor Nelp tried to say that it was a tightening up of the
coronary arteries so that blood flow is inpaired again
foll ow ng angi opl asty.

MR. SMTH:. W understand that it also goes to
femoral arteries too because there have been sone peri pheral
treatments and they had the sane results.

The first question we have is, should NRC
consi der changing its training experience requirements to
al l ow cardiologists to performthese treatnments? W have
di scussed this matter with our office director, and his
statenments to us, although they're not witten down, is that
regardl ess of who perforns the treatnent, they should have the
sane training experience as a radiation oncologist currently
requi red under our regul ations.

MR. CAMPER: Yes, | was going to point that out.
| mean it's not so nmuch allow ng cardiologists, it's that
currently the training requirenents in Part 35 are so

extensive for the use of brachytherapy that it may or may not
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be conpatible with the practicing cardiologist's ability to
| eave their practice to go get that training.

You have a simlar situation, although on a nuch
smal |l er scale, with the didactic training requirements in
35.920. | nmean currently it's on the order of three years to
be able to use brachytherapy. But by the sane token one can
envision that if this is something that fits readily into
cardi ol ogy practice there could be an interest in
cardi ol ogi sts, and that m ght translate into an effort to
reduce the nunber of hours.

MR. SM TH: Especially when you consider the fact
that there is a wide range of treatnents that they are
pl anning. There is the permanent inplant where you' re dealing
with mcrocurie amunts of activity, so there's really not a
whol e I ot of radiation safety involved as far as the
occupati onal exposure to enpl oyees and exposure to nenbers of
public. However, you're going to get the same dose to the
patient's vessel wall.

MEMBER BERMAN:. Just a point, it's probably not
just cardiologists, it's cardiologists and radi ol ogi sts who
are not radiation therapists because these are not only for
the coronary arteries, so it's a broad issue.

CHAI RMAN SI EGEL: And vascul ar surgeons.

MEMBER BERMAN: And vascul ar surgeons, okay.

CHAI RMAN SIEGEL: It's a fairly broad rule.
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MR. SMTH. W can | eave that one up there.

And that's the next question here. Should
sonmeone who is conducting this treatnent using a pernmanent
i npl ant have the same training experience requirenents as
sonmebody who is doing it with HDR? | guess it depends on how
you view the training experience requirenments. Are we there
| ooking for the safety of the patient, are we also | ooking for
the safety of the individuals who are conducting the
treatments?

CHAI RMAN SI EGEL: This seems to ne |like a
technol ogy emnently in need of partnership during its
formati ve years.

MR. CAMPER: | want to come to that at the end.
| have sonme questions. | have a concern about supervision
al ong the lines of what we previously discussed with the
ur ol ogi st/ therapi st connection for the prostate inplants. You
m ght recall we discussed that not too | ong ago.

| can readily see where this question of adequate
supervision and interfacing could be a problemfor these
procedures.

Are you going to go back and revisit each
question?

MR. SMTH. Well, | was hoping we could visit
t hese questions right now, but we can present them --

MR. CAMPER: Because |1'd like to get the
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commttee to cone to some kind of --

MR. SM TH. Okay, all right.

CHAI RVAN SI EGEL: We should go back to nunber
one?

MR. SMTH: This is nunber one here.

MS. HOLAHAN: Do you want to go back to slide
one?

MR SMTH:. No, let's just go through them first
and then we can go back and try to get coments.

MR. CAMPER: OCh, | see, okay.

MEMBER NELP: May | inquire again, you said for
an individual to be qualified to use brachytherapy now, it's
an approxi mate --

CHAI RVAN SIEGEL: It's three years.

MEMBER NELP: -- three years of appropriate
training.

CHAI RMAN SI EGEL: Basically a radiation oncol ogy
resi dency.

MEMBER NELP: A three year residency equival ent.

MR. SM TH. And al so another issue that's conme up
with this that we've never seen before, brachytherapy, |
believe, is traditionally done with seal ed sources. Now, in
order to use a beta emtter inside of sonebody, we've had
recommendati ons that they have a beta emtting coated stent.

Now, the problemw th the stent is that when it expands, part
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of the coating is going to break off and go to the rest of the
body. Now, we don't anticipate that the doses anywhere el se
in the body will be high as where the stent is localized, but
shoul d we have some sort of criteria fromthis adm nistration.

CHAI RVAN SI EGEL: You're way ahead of the curve.
In fact it seenms to nme that you're also -- but it's good to
know t hat you're thinking of that as the first thing on your
plate. Where is CDRH in these discussions?

MR. SMTH. We've had joint --

CHAI RMAN SI EGEL: Because it seens to ne that
before any of these things are going to get used, they're
going to be in the |oop pretty early in the gane.

MR SMTH. -- | think | can say the follow ng,
and if | don't say it, if | say sonmething that is proprietary,
Ral ph, just junp up and scream Ral ph Shupin is in the back
there. And let ne see if | can remenber her nane --

MS. RYAN. Tara Ryan.

MR. SM TH: Tara Ryan, and G aham Zuckerman from
CDRH are here, and we've had joint neetings with themwth
three manufacturers. Currently | believe FDA's position is
that this is an intervential treatnment with significant risk,
t herefore, even though you have a broad scope |license and you
have an | RB approve it, FDA is going to have to approve your
IRB's review of this treatnent before you can proceed.

CHAI RMAN SI EGEL: So these devices clearly need
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an IDE in order to be used per FDA's viewpoint?

MR. SM TH: Ral ph is shaking his head, so yes I
guess that's correct.

CHAI RMAN SIEGEL: [|I'msorry for all the
abbrevi ati ons.

MR. SM TH. Okay. brachyt herapy CDRH was Cent er
for Devices and Radi ol ogical Health. |IDE is Investigational
Devi ce Exenpti on.

MR. SM TH: Now, Scripps Institute has conducted
these trials. Now, | don't know whether or not they received
approval from FDA, but | don't believe they did. Today they
are doing a conference on their results. It's been kind of
difficult to get any information out of them | believe they
believe their treatments are proprietary right now. | don't
know how rmuch | onger they will be conducting their treatnents
t hough.

OCkay, we can go to the next one.

MEMBER BERMAN: Do you know if they invol ved
radi ation therapists or if it done by cardi ol ogi sts?

MR. SMTH. W don't know anything about it.
They' ve pretty nuch kept it quiet. W've heard some runors.
It's been really quiet. Although the manufacturer of the
sources for these treatnments has prom sed ne that after today
he will give nme sone information on the trials.

Al so, this is another issue that's conme up, as
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far as FDA is concerned, intralum nal does not nean

i ntravascul ar. However, at |east one HDR unit is approved for
i ntralum nal use, and that manufacturer has stated that in his
opinion or its opinion that intravascular should be included
inintralumnal. And we'd |ike your comments on that, what do
you think? | personally see sone differences in sticking a
catheter in sonebody's heart, but I'mnot a nedical physician,
so. | think we can go on to the next question.

CHAI RMAN SIEGEL: It's no worse than magnetically
steered sources going into the brain.

MR. SMTH. And, again, this is sort of just a
catchall, are there unique radiation safety concerns
associated with this? If you're conducting this treatnment and
t he source should happen to break off and | odge in sonmeone's
heart, you're going to have to have a team go in and renove
the source. And |I'm not sure how conplicated open heart
surgery is, but | imgine staring at a 10 curie source would
be kind of a difficult situation to deal wth.

CHAI RMAN SIEGEL: It's nore conplicated than
| anci ng an abscess | can tell you, especially with a 10 curie
source on board.

MR. SMTH. Yes. Now, | believe that everyone
got a copy of the witten statenent from ASTRO. And it's
their conclusion, | believe just fromsummarizing it, that we

shoul dn't change any of our regul ations, that we should keep
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our requirenments the sane and view the training experience
requi renments as the sane for radiation oncol ogi st regardl ess
of who is perform ng treatnent.

And that's the last question | have. And then |
guess we can go back and run over each question individually.

MR. CAMPER: Jim before we actually go through
each of the questions, | would like to afford the opportunity
for the representatives fromFDA, if you have any comments
that you'd |like to make about the procedure, the nodality, or
where you stand in your review process, or anything you think
m ght be of use to the commttee, if you' d |like to nake sonme
comments, please feel free to do so.

MR SMTH: | think earlier they called ne to |et
me know that we got in touch with thema little too | ate and
t hey wanted a prepared witten statenment and it was a little
|l ate to do that.

MR. CAMPER: All right, | just wanted to afford
t he opportunity.

CHAI RMAN SIEGEL: So let ask a clarification
question. Do you have any license applications?

MR. SMTH: No, we don't have a |license
application for the nmedical use, but we do have ongoi ng
di scussions with the device and source manufacturers to try
and see what we're | ooking for and what FDA is | ooking for.

Currently FDA is a the big hurdl e because they've nade the
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statenent this is a significant risk device and treatnent, so
we currently don't have anything to worry about. Nobody has
got approval from FDA, and until that happens, we're not going
to see any treatnents done at an NRC |icensee.

CHAI RMAN SIEGEL: It would strike ne, and |I'm
curious to see, I'mtold that we have a manufacturer's
representative here who would |ike to make some comments. Let
me just speak for a second here and then we can perhaps do
t hat .

It strikes nme that this is an energi ng technol ogy
that involves sone issues that unequivocally require the
expertise of cardiologist and/ or cardi ot horasic surgeons
i ntervential radiol ogists and/or vascul ar surgeons, people who
are trained in steering catheters in the vascul ar system and
understand how to treat the conplications related to the
presence of the catheter, the adm nistration of contrast
agents, and understand how to interpret the significance of
vascul ar stenoses and whet her and how they need to be treated.
That's one group, one |evel of expertise.

It also seens to ne that there is a substanti al
opportunity here for problenms related to radiation safety, and
t hey include both permanently inplanted | ow dose rate sources
and certainly include the high dose rate sources that woul d
need the expertise of a team of individuals that nmi ght include

physi ci ans, radiation oncol ogist, but also would very likely
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i ncl ude nmedi cal physicists with expertise in brachytherapy and
the rest of the teamthat's nornmally assenbled in a radiation
oncol ogy departnent.

And | would think that rather than us trying to
give glib answers to your very conpl ex questions, that urging
you to do initial licenses by way of a team approach as the
basis, that you'll accept this going down, is the right way to
start to energing technology off and then let's watch it
evol ve.

| think to say right now that we should say well,
but cardi ol ogists who take six nmonths of training in

brachyt herapy ought to be able to do this wi thout the aid of

anyone else in his nmedical center. | think that would be a
m stake. First of all, that individual couldn't get that
training. |It's not clear where it would cone fromright now

or it mght be difficult to get that training. And | think
just as we encouraged with the prostate cancer seed

i npl antation that this warrants a team approach to nedica
care.

And in sonme ways, you know, there's going to be a
concern, everybody is concerned, you know, Medicate will only
one physician for this procedure, but | think having this
comm ttee and the NRC and the FDA take the posture that this
warrants a team approach is at | east one way to encourage HCFA

to think that there m ght be the need for nore than one
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bil |l abl e physician involved in this procedure. And I'd be
curious to see what the rest of you think about that.
MEMBER NELP: It isn't clear to me what sources
of radioactivity or what anmounts of radioactivity are being
used or proposed to be used in these --
MR. SMTH: It ranges the ganbit. W have beta
emtters in the mcrocurie range for permanent inplants.

MEMBER NELP: \What species of nuclides?

MR SMTH. Well, | don't know that | can tel
you. | know that there has been a publication at |east on P-
32 coated stents. | know that there are one or two other

i sot opes that have been | guess given to us in confidence, |
don't believe that we can release that information right now
in the public forum

MEMBER NELP: Judith, are you aware of what
materials they' re using and what |evels of activity they are
usi ng?

MEMBER STITT: The iridium 192, 10 curie source
Is one of the ones that are, what was it again, Em nent Chair,
Est eemed Chair?

CHAI RMAN SI EGEL: Esteened, Esteened.

MEMBER STITT: |Is so clever because he sent to
all of us who have E-mail, and those who don't have these
articles, which is probably everybody but me, the Helicobacter

pylorie group of articles as well as the HDR, and the ani mal
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research is being done with iridium 192 and the German tri al

t hat was published in the Red Journal was also with the high

dose rate, 10 curie source. So that's a common source, it
fits into the |unen.

Let nme make sonme comments. | think the questions
t hat you've put together are far nore detail ed than our
know edge, and it's a good question base to start with. In ny
opi ni on nunber five is probably the nobst inportant question of
all of them The others are specific detailed questions But
this procedure is a unique radiation safety concern, and |
don't think it matters that it's treating benign disease, it's
not benign in the sense that it's a very lethal disease. |It's
not a neoplasia type of disease, but as we've all sat through
our discussions, commttee neetings regarding particularly the
use of high dose rate sources, it requires tremendous
expertise, exactly as you put it, Esteenmed Chair, froma team
of peopl e.

Well, certainly the cardiol ogists bring things
t hat radi ati on oncol ogist bring different, and our physics
col | eagues, wi thout whom we could have no idea of what we're
doi ng or where we're doing it, when you | ook, if you would
just white-out vascular stenosis, it reads just |like a cancer
article as far as the doses, the dose rates. The total doses
are exactly what | give for endonetrial carcinoma. These are

hi gh doses with high risk procedures, and have to be done very
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very carefully.

We' Il have m sadm ni strations expediential with
little nunbers up in the corners that we haven't even seen
before without a team approach. This is not a small anmount of
a |l ow energy isotope that's being used for a nuclear nedicine
st udy.

| think that maybe we're ahead of the gane in the
sense that in some of the other isotope technol ogies we, as a
group of professionals |ooking at safety saw it com ng after
it happened, and I think maybe we're ahead of tinme and
potentially are | eaders. So | appreciate the work that you've
done. | would have to be called a biased observer because |I'm
a nmenber of the subcomm ttee that put together the ASTRO
I ntravascul ar docunent.

The fourth paragraph nakes a statenment that
likens it to a lot of the other collaboration that radiation
oncology is involved in, that is we cannot do endobronchi al
therapy which intralum nal and intravascular is a sub type of
intralumnal, they're just body |lunmens, but we could not do
t hat procedure in radiation oncol ogy w thout the
pul nonol ogist. And | think there is no reason to think that
this technology is not going to be evolving in a direction
that would be different than that.

MEMBER NELP: Can you tell ne what dose rates

you're delivering, they're delivering to the --
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VMEMBER STI TT: Dose rate?

MEMBER NELP: -- to the lunenal walls?

MEMBER STITT: 300 --

MEMBER NELP: Not rates, | nean total doses?

MEMBER STITT: Total doses, well nost of the
articles are all in pigs. There's one in humans, but -- and
the fractionation is variable, froma single fraction to
mul tiple fractions, but 2000 centigray to a small volunme. |
have to go back to the old fashioned 2000 rad.

MEMBER NELP: That's nice, very good.

MEMBER STITT: Me too. \When the nunmbers get in
t he deci bel points and start noving | have to go back to the
ol den days.

MR. CAMPER: |I'd like to make a coment.

MEMBER STITT: Okay.

MR. CAMPER: |1'd like to put this entire
di scussion into perspective. There is nmuch to do in the
future obviously about this, and we will cone back to the
commttee fromtinme to tine with specific questions or issues
about this nodality as it emerges. What we're attenpting to
do in various, and if we couched it adequately, and that is
this is a very conmplex issue and we will explore it
specifically, but what we're trying to do in keeping with the
effort over the last three or four years certainly is to conme

to this commttee earlier and earlier with conceptual
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probl ens, and | ayout at |east a framework for you to begin to
t hi nk about the fact that we're going to visit this in nore
detail .

And one of the things that | think that we're
going to have to explore nore clearly as we nove in any
revision of Part 35, is this question of supervision.
Supervi si on was changed significantly in 1987 when Part 35 was
| ast revised, and it's a fairly |oosely worded issue in the
statenments of consideration. And | think that there are
nodal ities and practices which have energed or are energing
where this team approach needs sonme attention. And we'll cal
upon you ultimately to help us articulate what that team
approach should be |ike or what does constitute an adequate
| evel of supervision, so we will get back to that at sone
poi nt .

But we're just trying to say this is com ng,
we're aware of it, and we're going to be talking with you
about it in nore detail. But any thoughts you have at this
point in tinme about these specific questions will be hel pful
to us at least for forrmulating ideas to | ook at for the
future.

MR. SM TH. Okay, did you want to go back over
the questions one at a time, or let's talk now?

CHAI RMAN SIEGEL: |I'mgoing to allow this even

though it was not announced. Do we have a representative from
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Nucl eotron who wants to make a couple of coments, and if so
|"mgoing to let himdo so? You can go to the mc if you'd
li ke to. And please announce who you are, who you represent
for the record, and try to keep your coments down to a couple
of m croseconds.

MR. TEAG Is that like a couple of mcrocurie?
My name is Steven Teag, |'m a representative of Nucleotron
Corporation. And item four of the agenda discussing the
definition of intralumnal to include intravascular canme from
a proposal that we offered to FDA recently.

| believe nost of the people at the committee
know who Nucl eotron is and the product |ine that we devel oped.
" mnot going to flatter anybody by using esteenmed and
di sti ngui shed to address the commttee --

MEMBER NELP: Could you please tell us who
Nucl eotron is?

MR. TEAG  Okay. Nucleotron is the |argest
manuf acturer of renote afterl oadi ng brachytherapy devices. W
currently hold a 75 percent market share of this technol ogy,
and we have been the vendor that has devel oped all new
technologies related to this specialty of uses of seal ed
radi oactive sources in treatnment of diseases in humans.

My first comment is concerning the regul atory
space. And fromthe previous discussions we've heard this

norning on training and experience, and I'Il start with 35
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Part 940 describing the T&E for brachytherapy. There is an
exception to that in 941 for the ophthalm c use of strontium
90 applicators as a source, specifically by non-radiation
oncol ogi st with that sub specialty. | offer that since 35 is
being rewritten in its entirety in the next several years.
The time is right to consider nore nedical specialty related
itenms under training and experience rather than these gl obal,
you know, credentially by certain professional organizations.

My second comment is one, and | hate to say this
in front of Dr. Stitt who I know well and adm re intensely,
but I am objecting to the very narrow view t hat ASTRO has
taken in their prepared docunent, that only radiation
oncol ogi st have the T&E to use any seal ed sources safely. |
believe that -- | won't go any further down that |ine right
now.

The third question that 1'd |ike to address is
nunber five on M. Smth's |list of questions to you, was the
area of radiation safety. Since the Nuclear Regul atory
Comm ssion, or fromM. Qillin's standpoint, the agreenent
stat ed equival ents, authorized and |icensed each device that
uses radioactive materials including the radi oactive sources
t hensel ves, this is a formwhere radi ation safety issues
regardi ng the technol ogy can be well and appropriately
addressed in the design and testing requirenments prior to an

agreenent say or the NRC authorizing the licensing of a device
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for use in humans.

| believe that the engineering design and the
testing thereof can prove the inherent radiation safety of a
device or of a radioactive source. Supplenmenting, that is
adequate training and experience, for the authorized users of
this device will suffice to serve the public needs for
radi ati on safety both in the patients that are treated with
this technol ogy, the staff and physicians and paranedi cal
personnel that will be involved with this, and gl obal view of
radi ation safety to the public as a whole. Thank you very
much.

CHAI RMAN SI EGEL.: Dr. Nel p?

MEMBER NELP: | presune this translates into the
corporate entity that you represent and probably also into the
econom c entity of the corporation. And the corporate
position is that other users could use the device, and I
presune you see this as a better econom ¢ pathway or a nore
facile pathway for you to follow than to market the device say
t hrough radi ation oncologist. 1'd like sone feeling for what
t he conmpany thinks about when they are marketing a device of
this sort in terns of the user. You want to broaden the user
base, but you inply that the user base will be bigger if you
| et nore people in rather than channeling it through the
current channels. |s that correct?

MR. TEAG Currently there is no marketing
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strategy that ny conpany is proposing to use because there is
no approved device either through this Comm ssion or through
t he Food and Drug Adm nistration to market any device for this
i ndi cation of treating vascul ar di seases with radiation.

Certainly I echo Dr. Siegel's comments that this
will be a nulti-specialty use device in that the catheter
twister is the intervential cardiologist, or in the peripheral
area the intervential radiologist who has the training and
experience to mani pulate a catheter safely within the body.
The application of radiation within an existing catheter is
currently the prowess of the radiation oncol ogist, or other
medi cal specialties that the Conmm ssion has previously defined
as suitable for using certain specific isotopes and delivery
systens, i.e. the ophthal mc applicator by ophthal nol ogi sts.

We see a public health benefit nationally to this
whol e treatnment of vascul ar disease with radiation and a
reduction in overall health care cost for vascul ar di sease,
which we all know is escal ating al nost exponentially. And
that's basically the end of ny prepared statenent.

MEMBER NELP: Thank you.

CHAI RVAN SI EGEL: Does anyone have any ot her
questions? Thank you very mnuch.

MEMBER BERMAN: But related, it seens | ogical
that if the use of a new technique for a very broadly, very

preval ent condition |ike restenosis becones sonething that's
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out there, it will be inhibited if there is the need to
i nvol ve two specialists conmpared to involving one fromthe
growt h of that technique.

| think that Dr. Stitt's comments are
appropriate. | mean we do all this discussion about the use
of di agnostic radi onuclides and how nuch training a
cardi ol ogi st needs, and at the same tinme we tell the NRC don't
even regul ate the field because nobody dies fromthese snmall
di agnosti c doses, and that's a discussion we'll have next
February, but this one is larger. Now, we're talking about
really sizable doses that could have potential major inpact on
the patient, and | think that it is an inportant area for us
totry to help at an early stage, get involved in the early
stage to define a joint pathway for doing this appropriately.

MEMBER STITT: And the other thing that will help
us along the way is that we will be gaining a nedical
physicist with a brachytherapy background at some point in
time. And | think the cardiologist and the radiation
oncol ogi st could find sonme conmon ground. | think the nost
i nportant person in the whole event is the radiation
physi cist, the medical physicist because that's the radiation
safety of the staff and the patient, and having sonme idea of
where that dose is and where that dose isn't, so.

MEMBER BERMAN: But as that evol ves over tine

then it's perhaps possible for the future, but a cardiol ogi st
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col l aborating with a very strong radiation physicist would be
able to do this -- that an exenption or some kind of training
reduction from what an radiation oncol ogi st goes through m ght
be appropriate for a cardiologist if they' re doing this in
conjunction with the appropriately trained radiation
physi ci st .

MEMBER STITT: Well, again, | think we need to
| ook at the safety. Safety to nme of the patient and the
public is where we need to start this whole procedure. The
bodies will conme. W don't want to nodify training, we want
to start with the overall picture.

CHAI RVAN SI EGEL: |'ve been waiting to see what
your comrents were on this because you actually have two
potential conflict of interest positions on this one, and |I'm
saying this jokingly. One is you could want to encourage
cardi ol ogists to be able to do this, speaking for them but on
t he other hand you should renmenber that if this things works
you're going to be doing a lot fewer thalliumscans to | ook
for restenosis in patients who had angi opl asty three nonths
ago, so it's going to have a big inpact on your business.

Just renmenber that.

Now, | think the discussion focuses exactly on
what we were already tal king about earlier this norning, and
it focuses on the thing |I've been telling you for four years,

which is you need to change the paradigm |Instead of starting
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wi th existing nedical specialties and trying to nmake the
training and experience criteria nore or less fit the nodels
of those existing nedical specialties who think they' re doing
an adequate job, each of the various things you shoul d
i cense, we should figure out what the training and experience
really is that's necessary to do that irrespective of where
you come from and what your other background is, and divorce
the radi ation safety aspects of this fromthe nmedi cal aspects.
And then it will be easy.

Then we won't be thinking along specialty |ines.
It is possible that, having defined those requirenents, that
sone specialties will be able to come and request deened
status and say our specialty training program al ready
routinely incorporates all of these elenments, therefore, board
certification in our specialty should be sufficient to
docunent that we have fulfilled the training experience.

In the past | think this was devel oped based on
how can we nake what we're going to put on paper fit the
exi sting specialties as opposed to literally starting fromthe
ot her end and do a ground-up approach to devel oping training
and experience criteria.

MR. CAMPER: | think that's true, and | think as
part of that deliberation when we get to it is, again as |
have said before on the record, it's the concept of what is an

aut hori zed user in 1995. You know, you have using radiation
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and radi oactive material in the course of the practice of
medi ci ne, that means sonething and it nmay carry with it a
particul ar | evel of training, but on the other hand you al so
have radi ation safety in its pure sense for the objective of
mai ntai ning radi ation safety, and that may carry with it sone
different | evel of training or nmeaning.

And the truth of the matter is, is that is what
aut hori zed users historically have been nmay not be the sane
thing today or in the future, and we need to explore that as
part of that process.

MEMBER BERMAN: I n terns of the precedent, the
comment was made that ophthal nol ogists are allowed to use an
opht hal nol ogi ¢ application wi thout being radiation oncol ogi st.
Coul d you explain why it is that that particul ar exenption
exi sts?

MR. CAMPER: Well, it's not an exenption. 1In
35.941 --

CHAI RMAN SI EGEL: It exists, it exists because at
the tinme this was created a substantial amunt of that was
bei ng done by ophthal nol ogi sts. I n fact probably nore of it
than by radiation oncologist. And the regulations were
designed to capture the anount of training that
opht hal nol ogi sts were currently getting in order to do this.
It was a top-down regul atory approach from existing medica

structure versus a bottom up approach based on safety
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consi derati ons.

MEMBER STITT: And if you |l ook at the practice of
medi cine, that is what are the safety issues and what are the
medi cal issues, the strontium applicators are sort of black
magi c. No one can calibrate them no one knows what dose
you're giving, you kind of wave them around, and |'m bei ng
silly, but that's actually true, and depending on if your
st opwat ch works or doesn't work or, you know, if you whack the
thing on the table, you may be exudi ng sone radiation. But
the nmedical issues and the safety issues are at absolutely
opposite ends of the spectrum

And we kind of |augh about the strontium because
it seens to show up on our agenda every time we have one of
t hese neetings and people roll their eyes because it really is
a bit of a black magic sort of thing. And | think that Dr.

Si egel described it well, top-up versus bottom down type of
thing. So we have two real different agenda itens if you're
conparing the --

MEMBER BERMAN: But is it also true that the
radi ati on exposure potential, the potential hazard to public
safety or the patient safety is much less with the
opht hal nol ogi ¢ application?

MEMBER STITT: Yes, there's essentially no--

MEMBER BERMAN: -- So given that then, aside from

t he opht hal nol ogi sts are there any other kinds of exceptions
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to radi ati on oncol ogi st kind of training being required for
this kind of application on the body? | think it would help
if we can say no, there are not.

MEMBER STITT: Not a thing that | can think of.
That's a real out --

MR. CAMPER: No, we only have the two at this
point. W have the 940 which is the full spectrum of
brachyt herapy sources, which is the three years or
certifications and the other one, of course, is 941 which is
t he opht hal nol ogi ¢ of strontium 90, but those are the only
cat egori es of brachytherapy therapeutic use.

MR. SM TH: But you also want to keep in m nd
that there are other proposals beyond HDR treatnent. | nean
there is the permanently inplanted stents with radi oactive
materials on it. And froma radiation safety point of view,
It's nowhere near HDR

MR. CAMPER: Well, | think one nmessage |I'm
hearing here as we go through this T&E issue in the future, |
think we're going to be taking a long hard | ook at each of
these nmodalities and what is the appropriate |evel of training
or nature of training for each of these nodalities. W have
quite a bit of work to do, don't we?

MR. SMTH. Well, | think there are other people
out there who believe we have a | ot of work today too. Like I

sai d, AAPN has already fornmed a task group for this, and there
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is alot of talk about it anongst other groups too.

MR. CAMPER: Do you want to go one by one to the

guesti ons.
CHAI RMAN SI EGEL: Dr. Wagner had a comment first?
MEMBER WAGNER: | just want to make the comment
that | amfairly chagrined at the idea that item nunber three
is placed at item nunber three. | think item nunber three

shoul d be way back in everybody's m nd, and what we shoul d be

worried about is whether or not we've got proper training for

people to mnimze anything that may occur because ill trained
peopl e are using these devices.

| think the mnd set of putting nunber three in
the priority status it was given here, although these may not
have any priority status, it's just an ill focused idea. And
t hat we ought to focus nore on items one, two, four and five
as the prom nent issues to be addressed at this point.

MR. CAMPER: Lou, we agree. They're not
prioritized. But by the sane token having said what you just
said, and | agree with you, |I can assure you that at sone
poi nt di scussions about m sadm nistrations associated with
these kinds of problems will beconme an extremely volatile
issue. And it's good to at least at this point in time plant
the idea in your mnds that we need to deal with this at sone
poi nt, because nothing inflanes |ike m sadm nistration. So

this if food for thought.
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CHAlI RMAN S| EGEL: But of course the Nati onal

Acadeny of Sciences is likely to tell you to decrimnalize the
m sadm ni stration issue and then it will be a whole different
approach in your mnd set as well.

MEMBER NELP: To answer --

CHAI RMAN SI EGEL: Having said that, | can only
hope that that's what they're going to tell you.

MEMBER NELP: To answer your question about going
t hrough your questions, | as a advisor would nuch prefer that
you go through your questions and then answer them and |'d
rat her | ook at your solutions than your questions

MR. SM TH: Ckay.

MEMBER NELP: You know how your approach will be,
then we can construct nmore fromthat, | believe.

MR. SMTH. Well, basically |I think the questions
are | eading thensel ves.

CHAI RMAN SI EGEL: W can do the questions.

MR. SM TH: Okay.

CHAI RVAN SI EGEL: We can do it. Do you want to
project themreal quickly for the audience.

MEMBER NELP: Thank you, Esteenmed Chair.

CHAI RMAN SI EGEL: Thank you, Esteened Conmittee
Menber .

Should NRC alter its training and experience

requirements to allow cardiol ogists to be naned as aut hori zed
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users for the nmodality? And | think the answer we have
essentially given at the monment is, it would be premature to
do so. And in the sanme breath we woul d encourage that once
FDA has got far enough to start considering having these
devices out with IDEs for clinical testing, that the NRC and
state licensing posture for the use of these devices should be
based on a team approach where all the kinds of expertise are
in place necessary to devel ope the technol ogy properly.

Because we're really in the evolutionary phase of
this approach, and | think the problenms that could arise,
you' ve thought of sone of them but I'msure we haven't though
of all of them and the best way to capture those problens is
to make sure that people with all the right kinds of expertise
are playing the gane.

MR. SMTH: And we've tried to stay pretty cl ose
with the FDA and sone of the manufacturers on this so that
we' re abreast of what's going on in the community.

CHAI RMAN SI EGEL: So do you all agree that
recommendi ng a Part 35 change as a quick fix for this would
clearly be inappropriate?

CHORUS:  Yes.

CHAI RMAN SI EGEL: Ckay.

Next, should the m crocurie range permanent
inmplants require less training than the HDR treatnents even if

each is designed to deliver a total dose of 10 to 20 gray to
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the vessel wall?

MEMBER NELP: | think that's a detail that I
woul d refer back to your first answer.

CHAI RMAN SI EGEL: But | think once we know what's
i nvol ved, the answer is likely to be yes. But because the
radi ati on safety issues to the teaminvol ved, occupati onal
exposure is going to be nuch |less of a problemthan if a 10
curie iridiumsource breaks off in a coronary artery.

MEMBER BERMAN: |'d just like to say that | think
in the devel opnment of the kinds of nodifications of training
requirenents it's going to be inportant to have a nulti-
specialty representation at the table and public comment in
the del i berations.

CHAI RVAN SI EGEL: Oh, | agree conpletely, Dan.

| nean | think, if I were the FDA and |I'I| rmake
this comment for them and | were working with the
manuf acturer to design the kinds of people that were going to
be involved with the clinical protocol, | would probably
i nsist that the protocol, that the people involved have
expertise in both brachytherapy and in steering catheters in
coronary arteries, and that there be a team approach and
nonitoring clinical outcomes. Okay, so, yes, but premature to
I tem two.

Nurmber three, Dr. Wagner | think has already

addr essed how we feel about itemthree. You know, if FDA
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writes the package insert that anticipates the dose to the

ot her tissues based on flaking of the seeds or mgration of

activity then it won't be m sadm nistration.

But | think that we really are ahead of the gane

on worry about how you're going to define a m sadm nistration

on this emerging technol ogy.

MR. SMTH: W've never used an unseal ed source

before for these treatnents, so we're not really sure we have

a requirenment that you check for |eaking sources, and if you

have a | eaki ng source during a brachytherapy treatnent, that's

a msadm nistration. W know these things are going to | eak

to start out wth.

MEMBER SWANSON: Again, | think this is an area

where you really need to cooperate with the FDA to, as they

eval uate these devices, to try to nake sure that that doesn't

happen, okay,
that they're

process.

up front. | nmean that needs to be sonething

| ooki ng at as part of the device devel opnent

MR. SM TH: Ckay.

CHAI RMAN SI EGEL: And question four is, at |east

one HDR unit

is currently approved by FDA for intralum na

brachyt herapy and the manufacturers argue that intral um nal

i ncludes intravascular. Should NRC interpret intralumnal as

i ncludi ng intravascul ar?

think the inplication of that question is that,
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if you sinmply make that interpretation, then people can go
forward and start using this clinically today with no further
t hought. And nmy sense is that this comnmttee thinks that this
t echnol ogy needs to be eval uat ed.

MR. SM TH: Ckay.

CHAI RMAN SI EGEL: Do you all agree that we
woul dn't want this turned |loose in clinical, routine clinical
practice tonorrow sinply because of interpretation of a
meani ng of a word?

MEMBER STITT: That's exactly right.

MR. SMTH: | think FDA has nmade the sane
conclusion, that it doesn't include intravascul ar.

CHAI RMAN SI EGEL: Any di sagreenent on that?

Okay.

Question five, are there unique radiation safety
consi derations associated with this nmodality, for exanple
where is the nost likely location within the nedical
institutions for such inplantation?

The second part is easy, it's going to be in the
cath lab or in the intervential radiology suite, sonetinmes in
the operating room but less often. It is nmuch less likely to
be just down in the basement with average radi ati on oncol ogy
depart nments.

MR SMTH. It's still going to require shiel ded

treat nent.
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MEMBER STITT: O extraordinary shielding for

hi gh dose rate sources. So again we've got a new pl ant
facilities here that nost places will not have.

CHAI RMAN SI EGEL: But the average HDR roomisn't
currently equi pped for cardiac catheterization either.

MEMBER STITT: No, our's would cone cl ose because
we do everything under flovro, etcetera, etcetera. But you're
right, there's probably no location in anybody's --

CHAI RMAN SI EGEL: Bi pl anar flovro?

MEMBER STITT: Yes. But that's unique, that's
just our place. You're right, nost cardiology suites, nor
nost HDR suites could do this procedure. And | think the
ot her radiation safety aspect is we all have to find a
friendly cardiac surgeon to agree to be the one that goes
swinming for that source that just left its tether.

CHAI RMAN SI EGEL: That's a key issue.

MEMBER STITT: Right. And we keep bringing that
up at our neetings here, and it's not a small issue. W do
have to be prepared, and | believe that's the regul ation that
we were | ooking at three weeks ago, the guidelines say, if
you're going to submt a license, you have to show that you
are prepared to deal with these radi ati on enmergenci es.

CHAI RMAN SI EGEL: | nean here is the scenari o,

t he source just broke, the source was sitting confortably in

the proximal left anterior descending coronary artery where it
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was eradicating the area that had been angi opl astated. The
source is now sitting in the distal |left anterior descending
coronary artery where it has caused an acute nyocardi a
infarction, created ventricular arrhythm as that have nade the
patient very unstable, and a cardiac surgeon is asked, at risk
to his owmn life, to go in and renove the radiation source in a
pati ent who normally would not be a candidate for any form of
surgery because he's too unstable. | think that's a pretty
significant safety problem

Do you agree, Dan?

MEMBER BERMAN: Yes. The only thing that |I'm
still unclear about, and | need clarification naybe from
Judith, is the difference between the beta emtting coated
stent and the high dose radiation?

MEMBER STITT: Yes, and we're tal king about a
broad category. A beta emtting coated stent is totally
different than radiation safety-wise and interstitial inplants
where you could get the source activity wong and then totally
different than a 10 curie source that's the size of a grain of
rice that has been known to beconme di sconnect ed.

MEMBER BERMAN: And the reason that |'m asking
is, I think fromwhat |I'm just hearing here, there's a
tremendous anount of -- we've focused a |lot of attention on
t he high dose radiation rate approach

MEMBER STITT: Right.
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MEMBER BERMAN: And that has a | ot of

inmplications for safety. | think the cardiology conmunity may
actually be going nore in the direction of the beta emtting
stent approach. And if that's the case, shouldn't we be
further discussing this question nunber two, that if you were
to ignore the high dose rate approach for a second and cone
back to the discussion of the beta emtting stent, are all of
the things that we're tal king about in terns of hazards still
relevant so that this is sonething that needs to be put on to
t he back burner until it's worked out, or are they so
irrelevant it becones nore |ike a ophthal nol ogi c application?

MEMBER STITT: Well, | think that each
circunstance is unique, and there are specific relative
hazards depending on which isotope and which techni que, and
again where, to kind of restate what we've said, we're at the
begi nning of the differing technologies, and if the beta
emtting stents are going to be up for FDA review and
accessible to the nedical comunity soon, that can be worked
on. But it still requires a collaborative input, but there
are sone issues of radiation safety that are different as well
as medi cal safety.

CHAI RMAN SI EGEL: Since you did not have E-nmai
at the time that | distributed this, | sent everybody on the
comrittee who has E-mail a literature search that | did on

this. And | actually, and we can make copies for whoever
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wants it, | actually did not find any articles that have used,
in the published literature, |ow dose stents.

MR. SMTH: | have a set of articles that was
given to me by a source manufacturer recently, and one of
those is regarding a P-32 coated stent. And | have 15 copies,
so whoever wants one can have one | ater.

CHAI RMVAN SI EGEL.: Okay.

MEMBER WAGNER: |s that on ani mls?

MR. SMTH:. Yes, they were doing it with pigs.

MEMBER WAGNER: Yes, that's why you don't see it
in your literature.

CHAl RMAN SIEGEL: No, ny literature includes
ani mal studies, and --

MEMBER BERMAN: I n our institution the beta
emtting stents are now being readied for study in humans. So
| believe what we're tal king about is sonething that is going
to becone, nore likely to becone, the focus.

CHAI RMAN SI EGEL: | actually think that when we
know nore about what the devices really are, we know nore
about what the radiation safety considerations really are, as
well as the other safety applications, then | think the answer
to question two will be yes. And we've already said that it's
probably going to be yes, but I think we need to know a little
bit nmore about what's going on and then we can build the

requirements fromthe bottom up based on the safety
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requi rements.

MR. SMTH. Well, currently all of these
proposals are proprietary and even though they were
proprietary, they didn't give us a whole lot of information.
| think basically they were fishing to find out what m ght be
approved and proceed fromthere with their design. But we
know t hat at | east one manufacturer is going the way of a
coated permanently inplanted stent. And | believe there are
sone radi obi ol ogical basis for it also, but supposedly, if
t hey deliver the dose over a long period of time follow ng the
angi opl asty, they have a better result. But |I'mnot a
radi obi ol ogist, so | don't really know if that's true or not.

CHAI RMAN SI EGEL: Okay, we've answered them about
as well as we can.

Does anybody have any ot her comrents about this
I tenf?

MEMBER NELP

MEMBER NELP: | |iked your answers, they were
very good.

CHAI RMAN SI EGEL: There was consensus, right?

CHORUS:  Yes.

CHAI RMAN SI EGEL: Just checki ng.

Wy don't we then adjourn for lunch and we should
re-adjourn at 1:20.

(Wher eupon, at 12:22 p.m, the proceedings in the
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1 above-entitled matter were adjourned to reconvene this sane
2 day at 1:20 p.m)
3
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A-F-T-EEFRRNOON P-ROCEEDI-NGS
(1:25 p.m)

CHAI RMAN SI EGEL: |If the nenbers of the commttee
woul d pl ease take their seats so we can readjourn, having been
caught on that word, reconvene.

The Chair has a request before we begin, nanely
that you all stop referring to ne as "the esteened chair.”
Your majesty wll suffice.

Al right. W are back on the record and we are
now goi ng to discuss the petition for rule making, exenption
for comrercial distribution for in vibo testing, excuse ne.

MS. TROTTIER: In vivo. GCkay. Actually, | don't
remenber the date, although I have it sonewhere. It doesn't
matter. We received a petition for rule making from Tri-Med
Speci al ti es.

The petition is basically requesting the
comm ssion to consider one of two ways to anend our
regul ations, either to permt distribution under a general
i cense or an exenption to the regulations to permt
producti on of capsul es containing one mcrocurie of carbon-14.
That woul d be used in diagnostic testing in vivo.

What we are currently doing, right now, is we
have an eval uati on ongoi ng because we don't have -- there is
no provision in our regulations that would allow this request

to fall under a categorical exclusion.
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An environnental inpact assessment or an
envi ronnent al assessnment, not an EI, will have to be done.
That is going on -- oh no, we are about to do it.

We are in the process now of getting the contract
in place so that we will be | ooking at that, and really what
this does is it brings a question of the different ways that
this could be handled if a decision were made to grant it.

The position that the commi ssion is in right now
is that we haven't made a decision in any regard either way,
whet her we are going to grant the petition, whether we are
going to -- if we were going to grant the petition, which
direction we would go, and |I guess one of the reasons for
bringing it before you today is primarily to discuss the
petition and the pros and cons associated with going either
way .

CHAI RMAN SI EGEL: But currently, if this were a
i censed product fromthe FDA and a physician wi shed to use
this product in his or her practice, eh would have to be an
aut hori zed user under 35.910 in order to do so. Is that
ri ght?

MS. TROTTIER: | believe that is correct. Yes.

CHAI RMAN SIEGEL: It is uptake dilution and
excretion.

MR. CAMPER: And through a limted specific

| i cense.
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MS. TROTTIER: We did receive a |ot of public

comment on the petition. The petition was noticed -- |

t hought | had it here, but sonehow in ny noving papers around
I lost it, but anyway, the petition was noticed in the Federal
Regi ster, and we received 300 comment letters.

The majority of those letters are supporting that
petition, and as | said before, we still have our own analysis
to do.

So we are at |east probably three to four nonths,
m ni nrum away from maki ng any deci sion in-house on whet her we
woul d grant the petition or not, and again, the |ast slide
shows you the two options that they are requesting.

One woul d be distribution under general |icense,
and that would fall under part 32, then, and the other one
then, would be -- and then it would be exenpt, but the other
one would be to permt nedical use under a general |icense,
under part 35.

That was previously in the regulations, and in
1987 when part 35 was revised, that provision was dropped.
Primarily | think, at that time, because there was no real
use. No one was using it so it was dropped for that reason.

So then, the question now would be if we decided
to grant the petition, what would be the best way to do it.

| think in your packets you probably do have a

di scussion of the petition, and did we al so include the
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articles that -- okay, all right. So they have all of the
i nformation on the petition.

CHAI RVAN SI EGEL: Okay. Perhaps before we go on
is soneone fromthe conpany here to make a presentation? |Is
that correct?

MS. TROTTIER: | understood they wanted to.

CHAI RMAN SI EGEL: Pl ease use the m crophone and
identify yourself.

MR. COVMBS: M nane is Matthew Conbs. | amw th
Tri-Med Specialties, and we have given you two witten
statements fromtwo representatives of our conpany t hat
further el aborate on what we feel is the need to grant this
petition.

| can read those aloud or if you have any
questi ons about what we are trying to do, we will certainly
entertain those questions, if you all have any need for
further information.

CHAI RMAN SIEGEL: | think we will just reserve
the right to ask you sone questions as we proceed.

MR. COMBS: Sure.

CHAI RMAN SI EGEL: What woul d be the mechani sm
assum ng you all decided that is what you wanted to do for
reestabl i shing general |icenses?

VWhat woul d that require mechanically?

MS. TROTTIER: It would sinply require us to
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publish a proposed rule with the decision to do that. There
i's nothing unique about doing that. W could go ahead and do
that, | believe.

CHAI RMAN SIEGEL: If you were going to, is it
likely you would do it for this specific -- in response to
this specific petition or would you rethink the existence of
general licenses in anticipation of future tritiumand C 14
di agnostic tests?

MR. CAMPER: That is an interesting question
because what we would do is we would prepare a comm ssi on
paper, as Cheryl is pointing out, and we would go back to the
comm ssion and recommend -- it really is a policy issue, that
t he general license category that existed previously in 35.31
of the old part 35 could be reestablished. That is an option.

Now, then you have to ask yourself, "Well, okay.
If you go the route of the general license, is it worthwhile
to pursue that when you have identified only one procedure?"

At least my initial blush on that is -- and this
is not a conclusion -- is that is a junp. That is a reach
because if you go back and you look in the statenments of
consi deration that acconpanied the '87 rule change you w |
find some things that say the following: "NRC believes it is
no | onger efficient to issue medical general |icenses that
all ow the admi nistration of by-product materials to humans.

"The tests authorized under 35.31 have been
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superseded by newer procedures with greater diagnostic
accuracy.

"These devel opnents have been reflected by a
significant decrease in applications for general licenses.”

To determ ne the status of general |icenses, the
staff performed a tel ephone survey of 10 percent of the then-
current registrants.

The survey results indicated that |ess than 9
percent of all of the current registrants still use materi al
for medi c use under general I|icense.

Now putting that differently, is that of the
registrants at that tinme, and I don't know the total nunber,
percent were still using, but the comm ssion opted to nove
away fromthe concept of the general |icense.

So then you have got to ask yourself, "Okay, if
we go back and suggest the option of reestablishing it, and
you are doing it on only one test, one nodality, is that
wor t hwhi | e?"

| don't know. It is a reach | think, but by the
sane token, if there were other procedures, then there could
be nore validity to that.

Anot her option would be the idea of the exenpt
di stribution, but that poses sonme problens that really we
would like to get at fromthis committee; not the |east of

which is if you did it under an exenpt distribution bear in
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m nd that at |east regulatorally, in terns of our parlance,
you woul d not have to be in a position that adm nistered the
mat eri al .

MS. TROTTIER: Right. Anyone has the ability to
use exenpt material .

CHAI RMAN SI EGEL: All right.

MEMBER SWANSON: If | could ask sonmebody fromthe
conmpany, how is this being regulated by the FDA?

M5. HOFFMAN: Hi. | am Susie Hoffrman with Tri-
Med. The application for the NDA is currently in front of the
FDA for approval, and the test would be prescribed by a
physi ci an, according to FDA regul ations.

MEMBER NELP: And it is in what commttee? Is it
I n radi o pharmaceutical s?

MS5. HOFFMAN: It is under Q.

MEMBER NELP: Under G ?

CHAI RMAN SI EGEL: Yes, but so it is not going to
medi cal imagi ng drugs advisory conm ttee.

MR. COVBS: They are to reviewing portions of it
that are relevant. So it is being evaluated by several
different --

CHAI RMAN SIEGEL: | am sorry. You have got to
use the m crophone. Good point. Actually | think the comrent
you just nade about distribution is really |less of a problem

because this would be a product approved by the Food and Drug



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

173

Adm ni stration as a prescription drug.

Consequently, that drug can only be given to a
human being upon the prescription of a |icensed physician, and
al though it could be adm nistered by a non-physician, you
can't get your hands on the drug wi thout a prescription.

MR. CAMPER: Right. The other thing that is
interesting in this regard is | am unaware of any other exenpt
di stribution that we authorized that is for adm nistration to
humans.

MS5. TROTTIER: That doesn't nmean it wouldn't be
approved, but | mean currently it is --

MR. CAMPER: | understand. W have things |ike
snmoke detectors and certain other detection devices and things
l'i ke this, but not for human use.

CHAI RMAN SIEGEL: So the reason for making its
di stribution exenpt is so that it can be distributed to other
than |icensee's?

MS. TROTTIER: Correct.

CHAI RVMAN SI EGEL: You are still covered by the
fact that it can only be -- well, it can't only be distributed
to physicians but it can only be adm nistered upon a
physi ci an's prescription.

Am | correct on this?

MEMBER SWANSON: Correct.

CHAI RMAN SI EGEL: Okay, but you are right. It
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could be held by a clinical |aboratory where no physician was
physically involved in running the clinical |aboratory.

Well, it is an interesting question. | can tell
you the average nucl ear nmedicine departnment in the United
States isn't prepared to do this test because they don't have
a liquid scintillation counter.

MEMBER NELP: Do they send the collected sanples
back to a central |ocation?

MR. COVBS: Again, this is Matt Conbs from Tri -
Med. Maybe | will describe a little bit about the test.

The test is expected to be performed by sites
that have liquid scintillation counting facilities. We wll
of fer the service of counting the sanmples by Tri-Med in either
regi onal counting centers or through Tri-Med.

So for instance, a radio pharnmacy in, say
Balti nore, may set up a counting facility as well. So when
they deliver their doses every norning, they would pick up
bal | oons from yesterday and anal yze those, because we utilize
just a nylar balloon in the kit that the patient bl ows up, and
t hen extract the CO, out of that breath in the ball oon.

CHAI RMAN SI EGEL: So just out of curiosity. Wy
did you choose a nylar balloon rather than a hyamne to trap
t he CGO?

MR. COVMBS: That is a good question. It is

pati ent safety, actually, because the hyam ne is caustic and
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it is possible, not |ikely, that the patient could sonehow
i nspire hyam ne directly.

Wher eas, here we renove the patient fromthe --
from handl i ng the caustic hyam ne.

MEMBER NELP: VWhat if the ball oon breaks? Then
you have to repeat the test. Right?

MR. COMBS: Well, first of all --

MEMBER NELP: O do they get nore than one
bal | oon?

MR. COMBS: You can have nore than one balloon if
you so choose. W found that one balloon is sufficient.
These bal | oons are very tough.

We haver perforned a | ot of experinments on the
bal | oons. They don't break very easily. It is pretty hard.

CHAI RMAN SIEGEL: If you have ever gotten one as
a present you realize that they stay on the ceiling for weeks
on end and you can't do anything about it.

Anot her regul atory question, and that is: |If a
| aboratory chose to performthis test, what |evel of
conplexity will this test be classified with respect to the

clinical |aboratory inprovenent act?

| can see -- we are all sitting here worrying
about the average physician wanting to do this -- this
gastroenterol ogist -- wanting to do this test in his own | ab,

but if right now he is only doing a urinalyses and an
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occasi onal hematocrit and he is classified as a | ow conplexity
| ab under CLIA, and this converts himto a high conplexity |ab
under CLI A, that physician is going to choose to say, "Thanks,
but I amgoing to |l et sonmebody else do that test.”

MR. COMBS: Yes. This test hasn't been
classified by CLIA but we believe it will be a npderate
conplexity test.

MEMBER NELP: Moderate conpl exity?

MR. COVBS: Yes. Especially if the site does not
performtheir own counting, because that is where nost of the
conpl exity comes from

The other part of the test is you just take a
pill, and 10 m nutes later you blow up a ball oon.

MEMBER NELP: Quite sinple.

MR. COMBS: Yes. It is very, very sinple.

CHAI RMAN SIEGEL: It is pretty straight-forward.
It is the counting node that is the problem and currently
CLI A regul ations for noderate conplexity tests are fairly
oner ous.

There are things going on, on the hill, people
are trying to back physicians offices out of CLIA as we speak,
maybe not today, but there is a lot of activity and pressure
fromthe AMA to get things to back off a bit on CLIA and |
don't know whet her any of that will go down.

MEMBER SWANSON: Larry, if this is done under a
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general |icense rather than an exenption, is there any problem
with the physicians' office sending the C 14 ball oon back for
anal ysi s?

MR. CAMPER: No. No.

MS. TROTTI ER: That would be eval uated during --
while they did the safety anal ysis anyway, but | can't
I magi ne.

MR. CAMPER: Yes. That is a good point. No
matter which way we were -- either approach, exenpt or
general, there would have to be a safety analysis to acconpany
it.

CHAI RMAN SIEGEL: If it is exenpt is it likely
that there will be a possession |imt? |Is that built into
t he exenption?

| mean, what | amtrying to think about, let's
t hi nk about what could go wong. Wiy would we not want this
safe drug in the hands of gastroenterol ogists, internists,
pedi atricians, for that matter.

MS. TROTTIER: The safety anal ysis woul d address
possession of nmultiple dose kits, say, or capsules. | nean,
what ever this is.

That woul d be done. It would be considered in
the transport and all of that. You know, that nultiples were
bei ng shipped, but | don't -- it wouldn't be in the

regul ations.
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CHAI RMAN SI EGEL: What | amdriving at is the

issue -- | think nost of us would agree that the radiation
exposure fromone mcrocurie capsule of C-14 urea is

negligi ble, that we are not worried about the radiation safety
aspects of that to the patient.

One coul d conceive, and especially given some
recent activity of someone trying to o.d. on C-14 urea, which
is going to be tricky; and so if a practitioner has thousands
of these capsules, such that it is possible to ingest a
mllicurie of C-14 urea, then there m ght be an issue of
concern to the NRC.

On the other hand, if the way this stuff is going
to be distributed is that no one practitioner could have in
hi s possession nore than 20 of themat a tine, it is kind of a
no- brai ner froma radi ation safety point of view

MR. CAMPER: On your question on possession,
there is no specification of a possession |limt.

What happens under our E-distribution, there is a
category, there is a product that is categorically provided an
E-di stribution vehicle.

CHAI RMAN SI EGEL.: Ckay.

MR. CAMPER: In the course of having that product
approved for E-distribution they present certain informtion
that is designed to satisfy safety analysis requirenments in

part 32, and they make assunptions about the popul ation of the
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product and present sone scenarios --

CHAI RMAN SIEGEL: Right. So if | choose to build
my house out of snoke detectors --

MR. CAMPER  Right.

CHAI RMAN SI EGEL: | would be 92 standard
deviations fromthe mean in terms of snoke detector density,
but | suppose there is no way to regulate that?

MS. TROTTIER: Right. You can build your house
out of snoke detectors if you want to.

MR. CAMPER: You certainly can.

CHAI RMAN SI EGEL: Now, what would ny dose be if |
did, just out of curiosity.

MR. CAMPER: Not nuch. You wouldn't have to
worry about fires.

CHAI RMAN SI EGEL: Matt hew?

MR COVMBS: | would like to respond to the
possession. | don't know whether this is relevant or not, but
we have requested a [imt of 150 of these capsules at any one
Site.

That is based on physicians being able to order
themin l[ots of 100, and when they get halfway through their
first lot of 100, if they buy themthat way, to be able to
order another one. So they wouldn't run out.

MEMBER WAGNER: Who woul d regul ate that?

VMR. CANMPER: Par don?
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MEMBER WAGNER: Who woul d regul ate that, having

150 on site? No one.

M5. TROTTIER: Not if it was exenpt.

MR. CAMPER: Again, the 150 is sonething that the
petitioner has specified, but we would not put that
limtation, an E-distribution doesn't work that way.

It is the individual product is approved under an
E-di stribution scenario.

MEMBER NELP: The FDA doesn't have any role in
limting the amobunt of any material in possession of a
physician. |Is there any way you can?

MEMBER WOODBURY: Not unl ess the anpbunt given
woul d exceed acceptable limts. Wth the anount given here |
don't think that that would be a problem

MEMBER NELP: No, but in terns of the nunber of
pills, | could wite a prescription for 1,000 pills if I
want ed to.

MEMBER WOODBURY: Ri ght .

MEMBER NELP: | woul d make the conpany happy, but
you don't have any way of limting my ability to prescribe?
For instance, if | went into the drug store and ordered 1,000
tabl ets of codeine, they wouldn't sell themto ne.

DR. SIEGEL: Wth good reason.

MEMBER NELP: Exactly, | always order snall

anounts and say, "Wat's up?" There are sone internal
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controls in the drug distribution.

MEMBER WOODBURY: Usually the | abel insert, if
t he FDA approves it, the label insert will give recomended
doses or recommended ranges, but this would not preclude you
from ordering.

MS. TROTTIER: | have question that is non-
regulatory. Can | ask it?

CHAI RVAN SI EGEL:  Sure.

M5. TROTTIER: It is informational. \What is the
cost to work up the diagnosis of duodenal ulcer using this
t echni que, which has to be considerably | ess expensive than
endoscopy, biopsy, et cetera.

Can you give ne ball park figures?

MEMBER NELP: W thin $100.00?

CHAI RMAN SI EGEL: Well, inverse is the strategy
of just treating.

MS. HOFFMAN: | think that the ACG the Anmerican
Col | ege of Gastroenterol ogy has put a lot of work into this
recent, and the NIH recently had a consensus conference and

stated that the breath test was the nost accurate way of

di agnosing iliohypogastric pilary and that all patients with
ul cer di sease should be tested for iliohypogastric pilary and
treated.

Basically it is going to be a lot | ess expensive

t han endoscopy.
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CHAI RMAN SI EGEL: What about the conpeting

technol ogy which | uncovered in ny literature searches of
usi ng nmass spec --

MS. HOFFMAN: The carbon-13?

CHAI RMAN SI EGEL.: C-13.

MS. HOFFMAN: Well, neither test is out on the
mar ket at this point, but we believe that the carbon-14 is
going to be | ess expensive.

Initially, if you have your own counter, your own
scintillation counter, you can do you own analysis. A |ot
fewer places have their own mass spectroneter, which is
required to anal yze the carbon-13.

MEMBER NELP: Do you have a cost projection for a
capsul e?

MR. COVMBS: We don't at this time because a | ot
of this depends on how long it takes to get approval, and
there are a lot of factors.

So | don't want to say what we think it will be
because | don't want to be held to that.

CHAI RMAN SI EGEL: Can you tell us whether we are
tal ki ng about tens of dollars, hundreds of dollars, thousands
of dollars or mllions of dollars?

MR. CAMPER: There are sonme nunbers in your
petition.

MS. HOFFMAN: Right. For the capsul es thensel ves
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we are |looking at tens of dollars.

MR. CAMPER: In their petition under the
paragraph identified as, "Benefits of the Test," they point
out that the C-14 urea breath test could be done by nost
doctors for less than $100.00 cost to the patient.

"This is a considerable cost savings over
endoscopy and biopsy. The benefits to the public are that
curative therapy for ulcers will becone available to all,
saving the United States an estimted 500 mlIlion dollars per
annum over conventional therapy.”

That is pretty nmuch where you -- do you still
feel the sane way today?

MR. COMBS: Yes, but whether it is $50.00 or
$150. 00 or $200.00, we can't say at this time, but it is
appr oxi mat e.

MEMBER NELP: The longer it goes divided by the
governnent, the nore expensive it becones.

CHAI RMAN SI EGEL: That's correct.

MR. COMBS: But the idea here is to offer
sonet hing as | ow cost as we can because we are commtted to
t hat .

CHAI RMAN SI EGEL: Do you all have a sense yet
about where the environnental inpact analysis is going to go
down?

Does this strike you as a particularly great
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envi ronnental inpact concern?

MS. TROTTI ER:  No.

CHAI RMAN SI EGEL: During the time we have spoken
here nore C-14 was generated in the atnosphere by cosm c rays
than is likely to be used over the next decade for this test.

MS. TROTTIER: Yes. The biggest issue right now
Is sinply that this work has to be done. We can't do anything
as far as making a decision wthout the work being done.

CHAI RMAN SI EGEL: | under st and. | think we can -

MR. CAMPER: Barry?

CHAl RMAN SI EGEL: Yes, sir.

MR. CAMPER: | have a question, just a thought.

I think that is an excellent point. The environnmental inpact
here is really not the deal.

CHAI RMAN SIEGEL: No. |I'mnot focusing on that.

MR. CAMPER: | understand that. | think the
I ssue that concerns us the nost is this regulatory phil osophy
I ssue.

Do we nove back toward the general license in
part 35, which was renoved in '87 for the reasons | said or
conceptual ly how does the conmmttee feel about the idea that
sonet hing woul d be distributed under the exenpt distribution
scenario for human use.

Those kinds of things are ticklish.
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CHAlI RMAN S| EGEL: And | want to tackle that in a

slightly different way. G ven that we don't know t he answer
to the environnental inpact, but we can assune that it is not
likely to be a deal breaker here.

| would then pose the question whether any of us
feels that the use of this radioactive drug in a diagnostic
test requires the level of training and experience laid out in
35.910, and requires institutional or practice |icensure under
35.100 in order to be able to do this test safely fromthe
vi ewpoi nt of patient safety, occupational safety, and
ultimately environmental safety.

MEMBER BROWN: And that is given that it wll
al ways be prescribed by a physician.

CHAI RMAN SIEGEL: It will be a licensed
prescription drug.

MEMBER NELP: | feel very confortable w th having
it be exenmpt under those conditions because it will be or
should be in the hands of responsible people, and its
certainly innocuous --

CHAI RMAN SIEGEL: And it is not like -- the rea
i ssue here is radiation safety. It is not |like the use of
this drug as a diagnostic test will be unregul at ed.

There is FDA licensing for test performance. It
will be interesting. | amwondering, in discussions with the

FDA has physician | aboratory proficiency testing as part of
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eventual distribution cone up as sonething, as a service the
conpany is thinking of either offering or being forced to
of fer by the FDA?

There have been sonme recent imaging drugs, for
exanmpl e, where interpretation is so conplex that the FDA is
including in the labeling, like in order to be able to use the
drug you have go to have sone training under conpany tutel age
in order to play the gane.

MR. COVBS: Once again, wouldn't that fall under
CLIA as far as the level of conplexity for the testing?

CHAI RMAN SI EGEL: That was my third | evel of
regulation. CLIAwIll be regulating this also. | amalso
wonder i ng whet her discussions with FDA have included anything
specific in | abeling.

MR. COMBS: Not at this tine.

CHAI RMAN SI EGEL: OCkay. So given that this test
wll be regulated at several levels, it is regulated as a
prescription drug by the states.

It is regulated by CLIA -- its use will be
regul ated by CLIA. The chit will be regulated by FDA. |
don't think that any of us think that radiation or
occupational safety is likely to be a problem

| think you could choose either strategy and it
wor ks for nmne.

The reason you got rid of general licensing is
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because it was withering. People weren't doing blood vol unes
in their offices anynore, and they weren't doing Schillings
tests.

It was hard for people to nmaintain the equipnent.
There were very few people invol ved.

The only argunment for reconsidering that is that
this may open the door to a substantial nunber of other C- 14
breath tests that have kind of |anguished: bile salt breath
tests, fat absorption breath tests, that have been in
regul atory, and consequently, clinical devel opnment |inbo
because nobody really knew how they were going to find their
way in the market place, and there may be a reason to choose
consi dering general licensure if you think that there is some
safety need to maintain controls.

O herwi se, | would frankly argue for exenption.
VWhat do the rest of you think?

MEMBER NELP: | agree. | think it could be very
ni cel y handl ed under exenpti on.

CHAI RMAN SI EGEL: And let the record show that
t he nucl ear nedi ci ne physicians are not trying to claimany
specific turf here by saying that we are the only ones who can
do this test.

MEMBER NELP: | think the gastroenterol ogists --
that's right, as long as they are board certifi ed.

MEMBER WAGNER: But you don't care by what board.
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Ri ght ?

CHAI RMAN SIEGEL: If nmy nenory serves ne
correctly, | think the physician who discovered that
il1ohypogastric pilary was responsi ble for ulcer disease just
won t he Nobel Prize for that or was it a Lasker prize?

MR. COMBS: He just won the Lasker award.

CHAI RMAN SI EGEL: And so the clinical inportance
of this observation is pretty clear. This has revolutionized
the therapy of peptic ulcer disease.

MEMBER STITT: Unfortunately, because the record
shoul d reflect that being from Wsconsin, we |liked it when
ul cer disease was treated with |ots of mlk.

This is to our disadvantage.

CHAI RVAN SI EGEL: Everybody has got a turf issue
to on the floor.

MEMBER STITT: | had to get that in there.

CHAI RMAN SI EGEL: | think we have made our
recomrendation. Any other comments? We could go either way.

| think whichever you guys think works better
-- clearly froma clearly paper trail point of view, and in
terms of mnimzing the regulation, an exenption --

MEMBER NELP: \Which is easier for the
manuf acturer or corporation? Do you know, Larry? Which would
-- both ways woul d be supportive?

MR. CAMPER: | think either way woul d be of
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m ni mal burden. General license really wouldn't inpose any
burden upon -- it would inpose a little nore of a burden upon
t he one who wanted to use the | ab because then they would have
to go through the old process we used to go through where you
woul d get a registration certificate on record, and then a
general license is issued.
Wher eas, as conpared under the exenpt
di stribution process it is exenpt, and once it is exenpt --
MEMBER NELP: | think the sinplest should be the
preferred, if they are equal or conparabl e.

CHAI RMAN SI EGEL: But under the new system | am

just going to open up that NRC s web page -- and | amgoing to
fill out nmy application for general |icense under the
Internet, click on the submt button, and I will have ny

license in an hour.

Isn't that correct?

MR. CAMPER: That's right. Yes. You will. Let
the record show that you wll.

CHAI RMAN SI EGEL: The address is H2TP:// WA

MEMBER NELP: How long will it take you to get
the web page?

MR. CAMPER: It will be five mnutes in your
case.

CHAI RMAN SI EGEL: Bob, do you have any feelings

about this from an agreenent standpoint here?
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The only thing | have been

t hi nki ng about during this entire process is that we have

suffered from severa

mat erials that were never

one spot

in any | arge quantity,

cases of generating |license exenpt

envi si oned as accunul ating in any

but eventually did, and I

couldn't think of any way that this would happen here, but I

woul d certainly encourage that as a consideration that this

pot enti al

qui ck.

MR. CAMPER:

| agree with you,

Let

probl em be addressed.

me conment on that, just real

in this particular case | couldn't

see sonme of the problens that | could see in sone other

t hi ngs,

but there are sonme things going on today in the

di stribution process that are a little disconcerting to us,

and it is not clear that things are going like they were

originally intended to go.

new di st

We do intend to take a | ook at what is going in

ribution.

Li ke,

for

exanpl e, watches that were

distributed initially under the exenpt distribution process

end up today being collected by the same conpany for the

pur poses of

repairing and fixing these watches, and now

suddenly you have a | ot of these watches at one site, that

were originally distributed under

exenpt distribution, and

that raises questions about was that the original intent of

part 32,

this.

but that

really,

don't think,

has much bearing upon
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We have had the sane kind of observations that
you have had in Col orado.

MEMBER STI TT: Do these capsul es have a shelf
life having to do with just the capsule? That is, do they dry
out or gumup or is there sone sort of --

MR. COVMBS: The anticipated shelf life is two
years, and that is based on --

MEMBER STITT: You could use themto stick your
snmoke detectors together

CHAI RMAN SI EGEL: And once they expired they
woul d sinply be di sposed of ?

MR. COMBS: That is --

CHAI RVAN SI EGEL: ©Oh, we used the BRC word here.

MEMBER STI TT: | understand that when you make an
exempt deci sion you |lose control of disposal

CHAI RVAN SI EGEL: Ri ght .

MR. COMBS: | believe we would say that they
woul d be returned to the manufacturer for replacenent.

MEMBER QUI LLIN: | would encourage that option
rat her than the direct disposal option because many | ocal
governnment entities have banned the di sposal of radioactive
materials in their landfills, directly.

That doesn't mean that it doesn't get disposed
of , but they have banned it.

MEMBER BROWN: So you woul d provide a financi al
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incentive for themto return it to the manufacturer by giving
t hem repl acenent s?

MEMBER NELP: | would just put it down in the
sewer because there is nore carbon-14 being forned than that
I n your own backyard.

MEMBER BROWN: Ot her people m ght not |ike that.

MR. CAMPER: Torre was pointing out --

CHAI RMAN SI EGEL: We can't have two conversations
at once. Dr. Wagner? Dr. Wagner, cool it.

MR. CAMPER: | was just pointing out, as Torre
was pointing out to ne, that if it goes exenpt, once it is
exenpt, it is exenpt.

What ever arrangenents the manufacturer has with
its clients for the return of it is fine, and your point is
wel | made, but froma regulatory standpoint once it is exenpt,
it is exenpt.

MEMBER BROWN: So what they are saying is just

their intention. There is nobody who is going to make them do

t hat ?

MR. CAMPER:. There is no basis for making them do
it.

MEMBER BROWN: Right. So they could be saying
that now, and then later say, well -- is it a concern that
these things will be disposed of in toilets and stuff?

VEMBER NELP: No. It is done all of the tine.
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mean we put thousands and thousands tines greater activity
down the sewers on an al nost weekly basis from human excret a.

MR. CAMPER: The sewer part of it is the easy
part. The part that Bob Quillin is getting at is even though
In regulatory parlance we call it exenpt, there is a
det ect abl e anpunt of radioactivity there, and many of the
| andfills today, by virtue of the permts granted to them by
the local municipalities have zero tol erance for
radi oactivity.

CHAI RVAN SI EGEL: They only have ganmma det ectors.
Is that right? Have you ever noticed?

MR. CAMPER: That's true.

CHAl RMAN SIEGEL: Here is -- | really propose
that this commttee has made an inportant judgnment for you
that we don't think the person using this test has to be an
aut hori zed user under part 35.

Vet her you all choose to do this under an
exenmption or under a general |icense, based on whatever BRC
fringe environnental concerns you m ght have about this is up
to you.

You nmust recogni ze that the anount of total paper
work | oad that you will have if you do it under a general
license is going to be substanti al.

You will get a lot of applications because this

is a comon nedical problemand a | ot of people are going to
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want to offer this clinically inportant test.

MS. TROTTIER: Okay. All right. Thank you.

CHAI RMAN SI EGEL: Thank you. Cool. W actually
fini shed sonmet hi ng.

MS. TROTTI ER: Done.

CHAI RMAN SI EGEL: Can we go home? Okay. We have
finished lunch. It is now 1:00. Actually it is 2:00. W are
exactly one hour behind schedule, and next is a discussion of
role of nmedical consultant, inspection manual 1360, and Dennis
Serig, you are going to speak to us.

MR. SERIG We have anpong us a nunber of medical
consultants. | think six of you sit at the table here as
ACMUI nenbers, and then we have five of our non- ACMJI nedical
consultants sitting as part of the audience.

CHAI RMAN SI EGEL: Can | invite doctors Al nond,
Giem who else?

MR. SERIG Ms. Watson, Dr. Whittington.

CHAI RMAN SI EGEL:  Yes. | nmean, there are at
| east two chairs open on this side and there are two ot her
chairs there that can be pulled up.

So if you guys want to join us at the table, we
woul d I ove to have you for this discussion. |If it is |egal.
s it?

MR. CAMPER: That's fi ne.

CHAI RMAN SI EGEL: Thank you.
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MR. CAMPER: It is illegal, but that is fine. W

have to remi nd Peter, of course, that he can't vote. He is in
the habit voting historically, having been a nenber.

CHAI RMAN SI EGEL: And Dr. Marcus will have to sit
on the other side of the room

MR. SERI G Although these pieces of paper that
you have in front of your or you are seeing on the screen have
a lot of witing on them | think that the concern is a fairly
si npl e one.

We have two pieces of -- or two docunents which
direct that we use the services of nedical consultants under
certain conditions.

The slide here in essence says that when we have
a msadm nistration reported to us that involves an over-
exposure to the patient, then we are to use a nedical
consul tant, read physician, in this case.

We may al so, upon review of the event, choose to
use a scientific consultant, read nmedical physicist. In
short, we have a requirenent to use a physician consultant and
we may al so choose to use a nedical physicist as a consultant.

The next page is an excerpt from anot her docunent
whi ch hel ps to inplenent the managenent directive, again, a
| ot of words, but basically there are a nunmber of other
condi ti ons under which we feel obligated to use the services

of medi cal consultants.
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Go one nore page. Now we will get down to the
crux of it. Even though we have sone gui dance to the staff
t hat says, "You will, in fact, use a nmedical consultant under

certain conditions."”

When we call or the regions call the nedical
consultant, you are free for any nunber of reasons to refuse
to provide that consultancy.

One of the reasons you might refuse is that you
feel this is not a case which really warrants the services of
a nmedi cal consultant, and that is the crux of the matter.

I n our current node of operation what we then are
required to do is ask you to give a brief note that expl ains
your basis and we then transmt that to the director of the
di vision of industrial nedical nuclear safety and he makes the
call as to whether or not we will use a nedical consultant.

What we would like to do, go to the final slide,
is ask you for your comments about ways we m ght inprove this.

| think sone of the aspects are pointed out here.
Even though you are refusing to give us your services by
stating that they are not necessary, you actually do provide
sonme service.

You provide us a note that explains why not. W
woul d like to alleviate the need for the director to make a
deci si on which may be nore appropriately nmade by medi cal

personnel .
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W would also |like to expedite this process. W
have the regi ons and the headquarters staff going back and
forth for a day or two trying to do sonething which is very
si npl e.

So if we could get your comments on those things,
and there is another issue that | think you can help us with,
and maybe this is related to that.

It is the -- how soon we get nedical consultant
reports. We are required -- the docunments require that we get
a report within 30 days and sonmetines we do, but quite often
we do not.

If we can facilitate the process by screening
events, somehow we woul d appreciate your input about that type
of situation as well.

CHAI RMAN SI EGEL: The typical contractor letter
that comes fromthe region to a nedical consultant says,

"Pl ease provide us with your report within 30 days of
conpl eti on of your analysis.”

It doesn't say within 30 days of the phone cal
t hat brought you into the | oop, and sonetines the analysis has
I nvol ved getting additional nedical information that has taken
a couple of nonths to get.

Now as | think I have said before, it is easy to
generate a first report and reserve the right to create an

amendrment in follow up at a later time, and then you have
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Let me ask, to focus, this sinmple follow ng

How often has the director

of I NMS gotten

on that the nedical consultant declined to

was not necessary, and has

MR. SERI G Never . Never

nmy know edge.

guesti on.

requiring
consul t ant
docunent at

consul t ant

feeling that a nedi cal
overrul ed that opinion?

has he overruled it to

CHAI RMAN SI EGEL: You have answered your own

The process is currently conpl ex because you are

it to be conplex, and | think that if a nedical

sinply says first and follows with the witten

ion that this case does not

need a nedi cal

because and articul ates the reasons, that person

has made a professional judgnent.

He or she puts his or her

by so doing, and why do you choose to

and let the regions go for it.

E-mai | and not

| would go a step further.

little surprised, |I think it was | ast

t hree paragraph E-mail

own credibility on line

second guess? Go for it

| wish you would take

require a witten letter. | was actually a

week, to find that a

response that articul ated nmy reasons

for not consulting needed to be translated into a letter.

nunmbers.

MEMBER NELP: | have another question in terns of

How of ten do you use nedica

consul tants during the
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course of the year, and how often do they deny to provide
service because they think it is of mnor inportance?

MR. SERIG Over the |last three years there have
been on the order of 25 to 30 m sadm nistrations that were
finally judged to be m sadm nistrations, of those, probably 10
to 15 required the use of a nmedical consultant, of those
probably 4 to 5 maximum were situations in which a nedica
consul tant was contacted and said, "This is not a case where |
need to be involved or a nmedical consultant needs to be
i nvol ved," and to get nore specific, usually those are snall
doses of iodine in a nuclear medicine situation.

MEMBER NELP: So once or twice a year the
situation conmes up.

MR. SERIG  Correct.

MEMBER NELP: Those consultants apparently have
been given enough information to render an opinion that their
services are not necessary. So all you want to do is get that
in witing.

MR. SERIG  Correct.

MEMBER STITT: Is that what they always are?

Al nost al ways?

CHAI RMAN SIEGEL: | am wondering if any of them
went to the wong treatnent site on brachytherapy sources, you
know, the thigh getting two rounds as opposed to --

MR. SERIG We believe that they could be, that
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that could be the situation, but that has not been the
si tuati on.

Very often we end up sendi ng anything having to
do with wong treatnent site and brachytherapy to OGC for a
deci si on.

MEMBER STITT: Wong treatnment site usually is
al so coupled with the intended treatnment site didn't get the
right dose. So | don't think that would fall into that
category. Those are usually being viewed.

CHAI RVMAN SI EGEL: Yes. | amtalking about the
one where the source was being retracted intentionally and
t hen got stuck, hit between the thighs for 10 m nutes instead
of going through in the expected 30 seconds, and it ends up
bei ng call ed an unintended dose to the thigh, which is |less
than the dose that would have occurred had the treatnent been
conducted normally. At any rate --

MEMBER NELP: That is not in this domain. W are
not tal king about that. It seens to ne that you have sol ved
your problem

If you call me up and ask ne to consult on a
problemand | said, "Well, fromwhat you say it really doesn't
need ny services, but | will be happy to docunent that in
witing. Send ne the data and I will send you back a reason
why | think it is not necessary.” |s that what you are asking

me to do?
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MR. SERI G Yes. That is the current situation,

and one of the concerns is that it is a little back handed or
gauche.

Your refusal is actually a consultation. You
provi de information, and maybe one thought that you could help
us with is whether maybe this could be thought of as a
positive consultation.

Your consultation is that there is not a very

hi gh |ikelihood of harm You will wite the note to that
effect, and you will charge us for a half hour's services.
MEMBER NELP: | might charge you for an hour,

that's my m ni mum char ge.

MR. SERIG Okay. | think that is the m ninum
you can charge us, anyway.

CHAl RMAN SI EGEL: Actually, that's not true, but
that is okay. | think that is a wonderful suggestion.
Basically, if | think about every one of these that | have
asked not to participate in formally, then ny response has
been, "Based on the nature of this event further services of a
medi cal consultant are not required.”

| will give a couple of reasons, and | wl|
usual ly encl ose a final paragraph which says, "If you later
di scover that you wish me to review the |icensee's response to
the incident or the information provided by the |icensee to

the patient, holler, and et me know, and I will do it."
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| think it is pretty easy.

MR. SERIG  Ckay.

CHAI RVAN SI EGEL: Anybody el se have a probl em
here? Evel yn.

MS. WATSON: No problem just a question. |
t hi nk what has been addressed so far has been the physician's
position, rather than strictly a nedical consultant, and so
what is the policy as to the scientific consultant, for
exampl e, the dosinetrist, the person who reviews the dosinetry
or the data concerning the incident and then comes up with the
radi ati on dose.

s that an automatic thing to be done in
i nstances |ike this?

MR. SERIG No. It is not.

MS. WATSON: Do you go to the physician first and
t hen deci de whether to --

MR. SERIG It has happened both ways.

MS. WATSON: Ckay.

MR. SERI G There have been occasi ons when the
regi on was concerned about whether or not sonething was of
m sadmi ni strati on because they were concerned about the dose
assessnent, and went to the nedical physicist first, and the
medi cal physicist, having decided that yes, there was a
difference in the prescribed dose fromthe actual dose

sufficient to nmake a m sadm nistration, then they went to a
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There have al so been cases where a nedica

consul tant has said,

consultant.” So it ha
MS. WATSON:
really.
MR. SERI G
MS. WATSON:
CHAI RVAN SI

the group is acknow ed
we would say that if a

she sees no need for f

S gone both ways.
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That doesn't present a problem

No.

Okay.

"I think I need help froma scientific

EGEL: So, | guess, if | am hearing

gi ng, what we are agreeing on,

i s that

medi cal consultant tells you that

he or

urt her eval uation beyond review of the

i nformation provided in the prelimnary notification and/ or

the conversation with the person in the region who made the

contact that you all should accept that as the basis for

novi ng forward.
MR. SERI G
bringing the director
CHAI RVAN SI
overruled, it seens |i

great safety net for vy

| think that

gi ven event, that you
bet ween headquarters,

peopl e who tend to get

Wt hout the additional step of

into --

EGEL: G ven that you have not

ke it is not adding nmuch in the way of a

ou.

i f sonmething | ooked strange in a

all would be discussing it enough

the region, OGC, and all of the other

in the | oops on these things,

t hat

i f
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Larry or Dr. Cool felt that the nmedical consultant said he
didn't need to be involved here, but this doesn't sound right,
t hen pick up the phone and call himagain or her again, and
say, "We would like you to reconsider, and we would |ike you
to take a | ook."

MR. ALMOND: O couldn't they get a second
opi ni on from anot her consultant?

MR. CAMPER: They coul d.

CHAI RMAN SI EGEL: Right, but in general | think
we are making this nore conplicated than it really is.

MR. SERIG | think that is really what we are
trying to do here, is sinplify this, and yet not |eave out
anyt hing that needs to be done, and toward the point of
sinplification, E-mail of a response seens reasonable to ne if
we can make that work within the frame work.

MR. CAMPER: Well, that is the point | was going
to raise. The second bullet there, the idea of sone pre-
established vehicle that could be used, one of the problens we
have with the E-mail is the idea of a record for posterity.

CHAI RMAN SI EGEL: Print it.

MR. CAMPER: Well, we could print it out. That
is true. We could just print it out. That is a good point.

s there any value to a standard |letter that
coul d be used for docunenting the declination?

MR. SERIG | think the question is probably one
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that has to do with the specifics of what you would wite, and
maybe there is such variety that you couldn't do that, and
maybe -- | don't know.

CHAI RMAN SI EGEL: The only thing I can think of
Is if you or OGC thought there was sone need for sone
boilerplate in such a letter to make it fulfill your internal
needs, then you could put it in the letter, but it certainly
isn't going to facilitate what we tell you.

DR. GRIEM On one occasi on sonmeone contacted ne
on a well |ogging source that had been an industrial situation
t hat nmessed up and a nunber of people were exposed, and |
woul d presune that you do it the sane way as the nedical
situation?

MR. SERIG  Yes.

CHAI RMAN SI EGEL: | would think so.

MR. CAMPER: Yes. That is true.

CHAl RMAN SIEGEL: All right. Have we reached
closure on this? So | think our consensus is that giving you
the consultation that telling you that no further evaluation
IS necessary constitutes a consultation, and that it need not
be reviewed further per our recommendation, by the director of
I MNS, and we |leave it up to you whether you need a formletter
of some sort to fulfill some |egal requirenent.

MR. CAMPER: That's fine. | want to thank the

consultants who cane in to participate in the deliberation,
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and al so, | want to thank you now for the help you have
provided in the past or thank you in advance for any help you
m ght provide in the future.

Let's hope there is little of that, but
seriously, you do provide a very val uable service to us.

VWhen we are dealing with these events you provide
a level of expertise and attention that we can't provide, and
ultimately your report is a significant conponent in the final
anal ysis of the event, and we thank you for that, very nuch.

MR. SERIG And you also put up with a great
deal , and have over the |last nonth in providing paper work to
get yoursel ves reappoi nted, and we appreciate that.

MEMBER STITT: Larry, just a chatty point here.
Your associate next to you is so enanored with E-mail, as you
know, and | do enough nedical consultings that | have put the
NRC formon ny conputer, and so when | amwiting a report it
is on ny conputer and | make a hard copy for nyself.

| have sent ny report by E-mail as an attached
docunent because whenever | have a region that calls in or a
state that calls in | get their fax nunber.

We are doing business by fax, hard copy is easy
to generate on either end, and they are able to | ook at
something as | have it conpleted, and then | usually print one
out for nyself and one to send them

| use the formfor format, and | don't end up
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typing stuff on that piece of paper that | get sent because |
do a fair nunber of them and it is easier to do it this way.

This is just comentary. | don't know if you
have a response back to the electronic version of things.
There is as nuch security in that as there is in the U S
mai |

CHAI RMAN SI EGEL: You coul d have the region do a
t el ephone notarization of the E-mail nmessage. You know,
subscri bed and sworn to this day with three people on the
phone. | think E-mail ought to do the job.

OCkay. Next. The manual chapter on follow up.
Who is going to present this?

MR. CAMPER: Cat hy Haney.

CHAl RMAN SI EGEL: Cathy. W have | ost her.

Okay. We are done.

MR. CAMPER: The next issue is discussion of
NUREGs. Isn't it?

CHAI RMAN SI EGEL: Dennis just wal ked out the
door. Well, | have got the wong version of the agenda, then.
Torre. You have an old version of the agenda.

MR. CAMPER: That fi gures.

MS. TAYLOR: That had to be switched to
accommodat e Cat hy Haney.

CHAI RMAN SI EGEL: The nmamnual chapter on patient

follow up is the correct version. NUREGs is on for tonorrow.
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MR. CAMPER: Well, your highness, you seemto

have the correct agenda.

MEMBER BROWN: Est eem hi ghness.

MR. CAMPER: Your esteened hi ghness, your
regal ness. It shows you who ranks around here. Right.

CHAI RMAN SI EGEL: How about we go off the record.

(Wher eupon, the proceedings were briefly taken
off the record at 2:23 p.m)

MR. CAMPER: Did everyone neet Dr. Ram rez today?
Dr. Ramrez. Does everyone know her? She is visiting us from
Spain. She is a physician, and she is involved with the
regul atory programin Spain.

She is spending six nonths with us to |learn nore
about the licensing and the inspection process and the
regul atory process at | arge.

So make it a point to say hello and chat with
her .

CHAl RMAN SI EGEL: Okay. We are back on the
record and Cathy, you are on.

MS. HANEY: Okay. Thank you. MWhat | would |ike
to do today is just give you an overview of where we are on
patient follow up

| guess it was Novenber, 1994, was the last tine
we spoke with you about patient follow up, and just as a

status report.
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what you have

policy on patient follow

This comes out of managenent directive 8. 10,

which is the NRC managenent directive for

up on nedical events, and it

are followi ng up on m sadm ni

is used by the r

strations.

It basically says that in the cas

is an indication by the nedical

long termeffects, the director

dealing with follow

egi ons when t hey

e of where there

consultant that there could be

of NMSS in conjunction with

our executive director for operations, will nmake a deci sion

whet her a long term nedi cal consultant

termfollow up should be done on a patient.

In the November,

1994, neeting th

should be -- or long

e i ssue of

patient foll ow up was di scussed at sonme length. This is a

quote that | took out of the

m nut es of that

meeti ng.

There were two possible goals that cane out of

that neeting, but there were caveats that were associated with

both of them

Basically, what we want to |l et you know i s that

we heard what cane out of the Novenber, 1994,

conjunction with the next sl

date with patient follow up,

de, which is our

where we are goi

We have followed one patient for

woul d be the end of the year,

this October.

meeting, and in
experience to
ng.
a year. This

We have received
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The reports have been reviewed by the regional

mnagemnment at

Once they have been reviewed by that

NMSS on a

nont hly basis at our nmonthly operational events briefings.

So we have been followi ng the reports that we

have gotten fromthe |icensee.

i nformation about the nature of the exposure w thout revealing
any proprietary information?
MS. HANEY: | would |l eave that to Larry or Josie

to do. I

CHAI RMAN SI EGEL: This has been a single case?

MS. HANEY: One case. Right.

CHAl RMAN SI EGEL: Can you give us a little

don't know how much information can be rel eased.

MS. PICCONE: This was the case of the prostate

therapy where the seeds ordered were 10 tines --

of this case,

seeds.

CHAI RVMAN SI EGEL: Okay. Right.

So we are aware

and we have discussed this previously.

MR. CAMPER: Order of magnitude error in the

MS. HANEY: Okay. So where we went fromthere is

based on these two itens a draft gui dance docunment was

pr epar ed,

8. 10.

and it basically reiterated the guidance that was in

We received sone conments on it,

but agai n,

based
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on what we kept -- the recurring theme fromthe ACMJ in the

Novenber neeting, as far as what we learned fromthis patient

t hat we have foll owed, we have decided to put the finalization

of that chapter on hold, and it probably will not be revisited

again until after we receive the NAS study.

That is where we are right now on patient
rel ease.

CHAI RMAN SI EGEL: Patient foll ow up.

MS5. HANEY: | nean patient follow up. | have
patient release left in ny head.

CHAI RMAN SIEGEL: | wish we were in this good
shape on patient release. Okay. Coments? Do you have
specific questions?

M5. HANEY: No. | have no specific questions.
This was just intended to be a status report.

CHAI RMAN SI EGEL: It was schedul ed for an hour.
That is the only problem

M5. HANEY: We are trying to catch up on
schedul e.

CHAI RVAN SI EGEL: We are now ahead of schedul e.

MS. HANEY: | ran upstairs, cut nmy schedule to
get ny presentation down.

MR. CAMPER: | think that Cathy's |ast point --
when t he agenda was put together we had originally intended

talk with you about some specifics in the guidance on the

to
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patient follow up issue, but subsequent to that we have
decided to table that and tal k about it when we tal k about the
program at |large after the NAS report.

So that changed it quite a bit.

CHAl RMAN SI EGEL: Okay. Thanks, Cathy. Any
ot her comrents or thoughts on that?

So really, the bottomline is that patient follow
up is not sonmething that is needed very often, nor did we
expect that it woul d be.

Are you learning fromthese nonthly foll ow ups
information that you think is useful to the NRC?

MR. CAMPER: No. Not really. The patient's
condition is progressing as you m ght have anticipated. There
has been nothing striking or alarm ng.

Cccasionally there will be events that arguably
warrant follow ng, but they are rare.

CHAI RMAN SI EGEL: Okay. W are |like way ahead of
schedul e all of a sudden, after being way behind schedul e.

Pat Rat hbun is not going to be available until
around 4:15, | amtold because she was up in Gaithersburg. |
was speaking with Cathy earlier and the option was whether she
woul d come tonorrow norning, because it would only take a few
m nutes, versus comng |ater, and she is comng |later

| think to do the nodules we need Trish, who is

not here.
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MR. CAMPER: She is apparently in a nmeeting right

NOW.

MS. TAYLOR: She won't be here until 3:30.

CHAI RVAN SI EGEL: She won't be here until 3:30.
That nmeans we have an hour. W can open up the whole
di scussion of training for cardiol ogists.

MEMBER BERMAN: That's a good i dea.

CHAI RVAN SI EGEL: Not a chance, Dr. Bernman.

There is no background material for ne to look at. | won't
know what to say.

MEMBER BERMAN: That is a good idea. W can talk
about what concurrent neans.

MS. TAYLOR  Since we have a cl osed session
tomorrow at 8:30, we could possibly go ahead and do that now.

MR. CAMPER:  \Which one?

M5. TAYLOR: We have a cl osed session tonorrow at
8: 30.

CHAI RMAN SI EGEL: How many nenbers of the general
public, non-NRC staff are in the audi ence who woul d have to
thrown out for a short period of time if we had a cl osed
sessi on?

MR. CAMPER: Four.

CHAI RMAN SI EGEL: Okay. You have got your hands
rai sed. Now put your hands down. How nmany of you care if we

t hrow you out for a short period of tinme?
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No one raised their hands.

MEMBER OF THE AUDI ENCE: Are you buying the
coffee, Barry?

CHAI RMAN SIEGEL: Only if | have to. W could do
that. Who is going to present that?

MS. TAYLOR: Sally. W just need a few m nutes
to pass sonething out.

CHAI RMAN SI EGEL: All right. Wy don't we go off
the record for a second.

(Wher eupon, the proceedi ngs were taken off the

record at 2:32 p.m and resuned in Closed Session.)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

280
P-R-OCEEDI-NGS
(4:25 p.m)

CHAI RMAN SI EGEL: |If the nenbers of the commttee
woul d pl ease take their seats it would be greatly appreciated.
We are out of order, but we're on report on subcommttee
review of draft licensing nobdules. Let nme preface this with
sone background informtion.

You all will recall that at the |last nmeeting, we
spent a fair anount of tine tal king about a nunmber of issues.
The draft |licensing nodules we really didn't have tinme to go
into in great depth. Consequently, we proposed and the NRC
accepted that we have a series of subcommittee neetings to
address the specific details in the draft |icensing nodul es.
A series of subcomm ttee neetings were held on Septenber 27,
28 and 29 with kind of a rotating cast of characters.

On the 27th -- | don't have the list in front of
me, but on the 27th in the norning, | and Lou Wagner were
there along with NRC staff to | ook at nobil e nedical services.
In the afternoon, | and Dennis Swanson were there to | ook at
radi oactive drug therapy.

Then over the next two days, a group that
consisted of Bob Quillin, Dr. Stitt, Dr. Flynn. \Who did I
forget fromthat group? Looked at a variety of radiation
oncol ogy rel ated nodul es.

When di scussing how this was going to be
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presented to the conmmttee, | wasn't exactly sure how we were
going to handle this. So in discussions with Torre over the
| ast coupl e weeks, we decided that we would try to put

t oget her some summary statenents of what the major changes,
concl usi ons, recommendati ons were nmade by the subcomm ttees,
that | and Dr. Stitt would try to report what the

subcomm ttees did, in conjunction with the staff person
responsi ble for that particular nodul e.

In addition, Trish has | guess overal
responsibility now for all of hte nodules in coordinating
them So she has an overall summary of major issues involving
hte |icensing nodul es.

Now we can do this in varying degrees of detail,
dependi ng on how we see fit. W can make these docunents
avai l able for the record as part of the m nutes of the
meeting. | can nmake the general coment that the subconmttee
met. They discussed the issues. W found a nunber of
I mportant points that needed to be clarified that related to
just points that seenmed anbiguous. | think we made a nunber
of val uabl e suggesti ons and recomrendati ons that the NRC I
hope appreciates. | think overall, the discussions were
usef ul .

Then why don't we, Trish, oh you' re here. \Wy
don't we just briefly, and I nean quite briefly, go over your

maj or i ssues, summary statenment. Let's just present it in a
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couple of mnutes. Then we can just kind of quickly walk

t hrough each of them and hit on what the big issues are. W
can scan them sinultaneously. |If any people who are not at
t he subconmmi ttee nmeetings have specific questions, we'll try
to address them

My recollection is, is there anything that came
out of the meetings that the conclusion was too controversial,
needed to cone to the commttee for resolution?

MS. HOLAHAN: No. | don't believe so.

CHAI RMAN SI EGEL: Good. Go ahead.

MS. HOLAHAN: Basically what we identified is
there were sone issues that were across the board in al
nodul es, so we thought rather than going through repeating
them for each nodule, we could just sort of summarize them
First of all, one of hte recommendati ons was that we should
ensure that all the nodul es should be consistent where
possi bl e on such overl apping issues as training. W nade
several nodifications to the training for nurses, training for
ancillary staff, and training for physicists and other staff
to be consistent anongst nodul es.

Al so there was in general recomendati ons that
previously the authorized user training requirements were only
up in the body, but in many cases, there was an indication
that for authorized users that were com ng under the "or"

category, there may be specific training in a nodality in
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which they were going to be using, and so we should al so
i nclude a discussion of the authorized user training
requi rements within each nodul e.

Anot her recommendati on was that there should be
conprehensive |list of the records and retention requirenments
for each nodule, or we may consider actually having one
overall list in the body of the front part of the reg guide.

Currently, the only nodul e that includes standard
license conditions is the renote after | oading brachy therapy
nodul e. That was prinmarily because many of hte issues that
are not addressed directly in the regulations. There are
standard |icense conditions that have been devel oped, so we
felt that |licensees should be aware of those standard |license
condi tions.

| think follow ng discussions on all the nodul es,
it was felt that we should actually include standard |icense
conditions that would be used for all nodules, and in fact,
it's under discussion that we may include also a revi ewer
checklist and a sanple |license, that that could also be nade
avail able to licensees as well as the |license reviewers.

Al so, and you heard this nmorning about the final
patient release rule. So there will be nodifications as a
result of the revised patient release roll that will be nade
to primarily three nodul es, nobile nmedical services,

radi oactive drug therapy, and manual brachy therapy for
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per manent i nplants.

There was sonme discussion with regard to there
was a statement within several of the nodul es that once a
patient is released, the material is no longer -- the |licensee
no |l onger has a direct regulatory responsibility for the
material. | think that's an issue that we believe, and we
have gone on record previously stating that that is the case.
Once a patient is released, it is no longer |icensed material.

| think there was sone question as to whether it
was in conflict with part 20. But | don't believe our review
is to date that it does not appear to be in conflict.

Al so the nmodules, this is a mnor thing, are not
consistent. We can make sure that they are all nunbered
consi stently.

There was al so a discussion in several of these
subcomm ttee neetings as to whether the appendi ces should be
revised at this point intime. WIIl, as Dr. Cool nentioned
this norning, is much of this is going to be tied in with the
overall BPR efforts in the licensing process. | think we wll
not update the appendices at this point in time but that wll
be done as part of the BPR manual .

The other issue that we'll review as we go
through the finalization of these nodules is | ook again at
what is in 10.8. | think sone of the nodul es contain nore

details that are repeated in the body. W need to nake sure
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again that it's not confusing between flipping back and forth
bet ween the nodul e and the body. So we need to make sure that
the appropriate references are in place.

Finally, a question was raised that nodul es that
are affected by the QM rule we should include specific
gui dance addressing the QM rule. A decision was nmade that
what we will do is make sure that the appropriate references
to Reg Guide 8.33 are included in there. Again, any
nodi fications will be included in the BPR process, and then
again followng a major revision of part 35, we would | ook at
8. 33 agai n.

CHAI RVAN SI EGEL: Ckay, good.

MS. HOLAHAN: So that's pretty much nmy summary.

CHAI RMAN SI EGEL: Any questions about that,
general coments? Big fabric issues? Okay good.

So the first one that was di scussed on Wednesday
nmor ni ng was nobil e nedical services. Torre, do you want to do
it? Do you want nme to do it? OCkay. That's fine.

This was a | thought a very interesting
di scussion. W got sonme very interesting itens on the table.
| think the key thing we recognized is that the scope of
nmobi | e nedi cal services is in evolution and it's not clear
exactly how things are going to change with tine. So part of
what is in this regulatory guide needs to be a little bit

flexible. |"msure it will be.
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We suggested that as we just heard, that the
| anguage be adjusted with respect to patient release rule.
There was consi derabl e di scussi on about including sone point
in the docunent, |I'mnot sure we knew exactly what needed to
be in there about reciprocity with state |icensing where the
nobi | e medi cal services crossed state |ines, and some gui dance
needed to be in there about how to address that.

|"'mtrying to renmenber what itemthree was. |
expressed the concern that the regulatory criteria did not
reflect the current trends. Torre, refresh ny nenory.

MS. TAYLOR: Yes. That was in line with what you
just said about the scope of services changing and the new
nodal i ties.

CHAI RMAN SIEGEL: So this is just an observation?

MS. TAYLOR: Yes. Just an observation.

Sonmet hing that we can do in the guide.

CHAI RMAN SI EGEL: The single nost inportant thing
we did during the nmorning session was we killed the term
cal |l ed nedical non-institution, which is not a term and
substituted instead the termnnon-institutional nedical
practice. | consider that, frankly, to be a triunph of the
Engl i sh | anguage for bureaucratese. | hope it is accepted.

Consi der abl e di scussi on about the potenti al
conflicts that could occur between the nobile service

contractor and the client, on the one hand, or between the
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nmobi |l e service provider and the landlord, in those

circunst ances where nobile services are actually provided out
of a residence. The bottomline on that was that the NRC
needs to as part of the licensing process, get clearer
under st andi ng about the nature of the agreenent between the
provi der, the contractor on the one hand, and the client.
Some interesting discussions about scenarios that | think are
pretty unlikely, but one has to plan for contingencies.

The docunent needs a description of the special
probl ens associated with overseeing radiati on safety prograns
in nobile services, since the authorized user in the RSO is
not likely to be on site all of hte time. That also goes to
the i ssue of what constitutes adequate supervision of
supervi sed individuals. The guide suggested as often as every
30 days review of individuals work. W questioned whether 30
days was a reasonable frequency. We didn't really come up
with a correct answer because it would depend on the nature of
the nmobile service itself.

We al so questioned the current statenent that the
aut hori zed user or RSO be able to respond to the incident
within three hours. Respond in this case neans physically
present, because there are certain nobile services in rural
areas that cover very wide territories where that could be a
probl em and where the nature of the potential accidents

woul dn't warrant such rapid response. So there's sone w ggle
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roomon that, seened to be required as well.
Any comrents? Torre, you want to add anythi ng?
MS. TAYLOR: No.
CHAI RMAN SI EGEL: Okay. Radioactive drug
t her apy.
MEMBER STITT: Dr. Siegel, | had a question.
CHAI RMAN SI EGEL: Pl ease.
MEMBER STITT: A clarification. It would never
be the case that the nobile HDR units would be | ooked at as
nmobi | e nmedi cal service.

CHAI RMAN SIEGEL: Currently a nobil e medi cal

service is only authorized for diagnostic imging. Exenptions

could be granted for radioactive drug therapy. You have

granted sone, is that correct, in the past in nobile services?

MR. CAMPER: Mobile? Yes. W have.

CHAI RVAN SI EGEL: W are told that the State of
California either has an application or has |icensed nobile
HDR.

MR CAMPER: The State of California has |icensed.
We anticipate receiving an application for a license.

MEMBER STI TT: Would that be regarded under the
nobil e or do we | ook at that under ---

MR. CAMPER: No. That would be --

MEMBER STITT: It doesn't really fit.

MR. CAMPER: The gui dance docunent here does not
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addr ess nmobi |l e HDR.

CHAI RMAN SI EGEL: It addresses nobile service as
currently defined in part 35, which is limted to 35.100 and
35.200 applications. Correct?

MR. CAMPER: Also if we do end up licensing the
nobi | e HDR, that would require an exception to the regul ations
because currently it's not addressed in the regul ations.

CHAI RMAN SI EGEL: Okay. Radioactive drug
therapy. | should point out that at this session, Mark
Rat man, per invitation, joined the discussion and mde many
useful contributions. Key points. Docunents are referenced
al pha and beta emtters over and over. W basically said that
really the key issue was the safety considerations associ at ed
with the proposed radi oactive drug therapy program and you
didn't need to single out alpha and beta emtters. You just
need to have the |icensee |ay out what they plan to do and how
they plan to address the safety issues.

There was a point about need to deal with
rel eased patients in the nodule. W basically said that when
they are released, they are released, and the licensee no
| onger has radiation safety responsibility for those patients.

There was a word in there about |icensee staff
bei ng able to understand i sotope burden to the patient. W
said that needed to be out. Requirenent for including

information on staffing |levels was recommended it be renoved
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as not being really sonething NRC was supposed to be | ooking
into. Rather, it was how the program was |aid out.

"Il let you ook at five yourself. It is
strai ght forward.

There was a long list of training requirenents.
There was a |list for nurses. There was a list for other
peopl e, professional staff involved in the therapy. Then
there was a list for ancillary staff, |ike housekeeping staff.
We basically suggested that those first two |ists be coll apsed
into a common list. A training programfor staff involved in
the adm nistration, nonitoring and care of patients undergoi ng
radi oactive drug therapy, and that the training for those
i ndi vi dual s, depending on their specific nature, should be
comrensurate with the individual's duties. So that gives
| i censees roomto design their prograns as they see fit.

Overl ap issue was discussed. Itemnine. Oh I
see, we just nmade a redefinition of a term W decided the
dose calibrater and dose neasurenment were going to be nmade
consi stent with the radi opharnmacy gui de.

Denni s, you want to add anything? Bob, do you
want to add anything there in the back there?

Okay. Now this is when I no | onger was around.
Dr. Stitt became the chairman. Manual brachy therapy. Do you
want to do it or you want Dot to do it? Your choice. Mnual

brachy therapy. Do you want to summarize it? Who did nanual
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brachy therapy, staff person. Oh Trish, I'msorry. Well I'm
conf used.

MEMBER STITT: We were just conferring. | wll
do it. We were actually conferring on what went between these
two, which is --

CHAI RMAN SI EGEL: Was there one for HDR?

MEMBER STITT: Right. That's what we were -- |et
me start with renote afterloading. You don't have a page for
remote afterl oading.

CHAI RMAN SI EGEL.: Ckay.

MEMBER STITT: But HDR falls into -- nost of the
di scussion really revolved around issues that we in this full
comm ttee have been di scussing now for a year and a half,
al nrost two years. It has been high on all of our agenda on a
regul ar basis. So that there was nothing that was al arm ng or
new or unusual. In fact, we basically verified that a | ot of
what we have been discussing as a commttee will now show up
in that formt.

| think one of hte issues that Trish and | were
just reviewing also had to do with reciprocity, state
l'icensure, and the different vendors of the different HDR
units. That was brought up and we put out on the table as an
i ssue nmuch |ike you were discussing that in radioactive drug
t herapy or nobil e.

"Il stop there on rempte, unless there are any
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ot her questions or comments. Trish, would you |like to nmake
any additions or better --

MR. AYRES: Bob Ayres with the staff. The reason
there's no sheet is | felt as Dr. Stitt said, we have been
over this many times and our subcommittee never came up with
any major issues that | thought needed to cone to the
commttee. The issue of reciprocity was just going to be a
short note to the licensees that maybe they should check on
it, because it is the service vendor's responsibility in this
case to obtain the reciprocity. 1It's not the |licensee's
responsi bility, but we thought a little note would maybe help
j og people's nmenory.

| think the general coment, the subcommttee
went great. | got a lot of really useful and val uable
comments. | think a good part of the valuable contribution is
we did a lot of work in that commttee neeting in bringing
this module into line with many of hte comments from previous
subcomm ttee neetings the day before Trish provided input, in
bringing these ancillary personnel, nurses training. In that
neeting, we started to standardi ze the nodul es.

MEMBER STI TT: Professor Quillin gets the Queen's
English prize. He read every single word, all the col ons and
the sub-phrases and cl auses, and has this in a very readabl e
form

MR. CAMPER: One coment | woul d make about hte
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renote afterloading discussion. There was a fair amount of
time that was devoted to discussion, the qualifications,
training experience for physicists. W discussed at great

| ength what we currently do in our guidance, in policy and
gui dance directive FC 86-4, which was updated substantially
following the incident in Indiana, Pennsylvani a.

Now we are | ooking for turning an experience
currently for a physicist associated with high dose rate nobde
afterloading simlar to what is currently specified in our
regul ations for tel etherapy, except of course we are | ooking
to see experience that is specific to the use of HDRs.

Now | think the inportant thing beyond that point
is that it was recognized by the subcommttee that ultimately
when we | ook at a revision part 35, we should be discussing at
great length this whole issue about nmedical physicists.

What's the best termto be used, should physicists be expected
to have a docunent experience that is germane to the
particul ar nodality, be it tel etherapy or HDR or ganma
stereotactic radiosurgery and so forth and so on.

But that's not sonething that the subcommttee
needed to take on or that we would take on at this point. But
just be aware that at sonme point again, this physics T&E issue
Is something we'll have to work our way through. But for the
time being, clearly for HDR we are expecting to see

physi ci sts, denonstrated experience with HDRs, and an overal
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T&E simlar to what is going on for teletherapy physicists,
because all we define in our regulations currently is a
t el et herapy physi ci st.

MEMBER STITT: To nove on to the manual brachy
t herapy nodule. You also have a handout on that. | don't
think we need to read through them necessarily, but Dr. Flynn
had a nunmber of coments that he brought up and we di scussed
at great length, in addition to Dr. Qillin's grammr
comrents. You can read issues of shielding, record keeping,
and survey procedures.

Questions or comrents on the manual nodul e?

Again, as Trish brought up earlier, everything has been

brought into line search. It will be easy to refer from one
section to the next. The format will be the sane.
Dr. Quillin is going to discuss the ganma knife

fertility therapy nodul e.

MEMBER QUI LLIN: Well, | wasn't here for the
tel et herapy nodul e, but | was here for the gamm knife nodul e.
There was a comment - -

MEMBER BROWN: | thought you were going to say,
but I'Il discuss it anyway.

MEMBER QUI LLIN: There was one comment | had that
went throughout the brachy therapy and the gamm knife nodul e.
That was the laundry |ist of subjects that other staff were

supposed to be instructed in.
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We | ooked at those other subjects at some |ength
and deleted sone. | think in at |east one case, added one,
and clarified some because the subjects were generic in
nature, but were not really clear as to the neaning as far as
the presentation was concerned. For exanple, one of the itens
that was in the subjects as | renenmber was radiation signs. |
think we made the recommendation that we |isted down there as
t he nmeani ng of radiation signs. That we weren't supposed to
be training people in how to put up radiation signs
necessarily, but what the signs nmeant to staff.

In the ganma knife nmodule, | think the itens here
are reasonably self explanatory. Some of the things that we
spent nmore tinme on than others were the qualifications for the
physi ci an and physicists, what type of qualifications and
training, experience would be expected and what were the roles
of the physician and physicist during these procedures.

Ri ght now t he docunent as witten as presented to
us was sonmewhat vague in that matter. We felt that that
shoul d be nore explicit, and al so should be consistent in form
and format with the other docunents.

Anot her issue that we tal ked about, and |'m not
sure it's presented clearly here, is page 226 on the worst
case scenario for doing radiation surveys. W didn't
recommend that you do a worst case scenario, but basically

what | would call a realistic case scenario for the survey.
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That was based upon realistic work load criteria use and
occupancy. The docunent was presented to us, assune that you
did all of the cases in one day within one hour's tinme period.
In other words, if you were going to be treating five people,
you treated themall in one hour time frame, which we didn't
feel was a realistic situation.

There was an issue on the intercom W had sone
di scussions. W felt that the need for an intercom which was
not included in the guide, should be included because of hte
need to be able to comunicate with the patient during the
procedure.

So those were the main things as | renmenber, from
t he gamma kni fe nodule. Any questions?

MEMBER WAGNER: Can | go back one? | just wanted
to ask one question.

CHAI RMAN SI EGEL: On manual brachy therapy?

MEMBER WAGNER: Yes. It's under area survey
procedures, consider including a recommendati on to post a
record of the survey. |Is that for someone in particular's
i nformation or just a docunment that the survey had been done.

MEMBER QUI LLIN: It was for information purposes
so individuals entering the roomcould see what the results
wer e.

MEMBER WAGNER: And what individuals are you

t hi nking of? Who woul d understand what that neans?
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MEMBER QUI LLIN: An authorized user, for exanple.

MEMBER WAGNER: Okay. So it is for hte
physi ci sts or other physicists? If you had two or nore
physi ci sts, maybe one goes up, sees it was done, he could read
what the nunber was.

MEMBER QUI LLIN: O for the authorized user to
know what hte nunbers were, to be able to use that information
if a question arose.

MEMBER WAGNER: Okay.

CHAI RVAN SI EGEL: Okay. Any other questions or
comments on the ganma knife stuff? JimSmth will give us a
short presentation about what happened to teletherapy. Part
of this rotating nusical commttee nenbers gane, Dan Flynn
took over the chair at that point of that subcommttee
nmeeting, but Dan as you know i s not here because soneone el se
is in labor. | don't understand that totally, but that's
okay.

MEMBER WAGNER: His partner's wife | think is
havi ng baby so he had to cover the practice.

MR. SMTH: We didn't have a whole | ot of
comments on the teletherapy. Basically, the first itemis the
sane as fromthe ganma kni fe nodul e basically, because we just
covered that under the gamma knife.

Dr. Flynn felt that if we needed an intercom for

a gamma knife, we al so needed intercomrequirenent under
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t el et her apy.

The other was sort of a recommendati on that we
could recommend to our |icensees that they post action |levels
in the formof normal treatnent paranmeters so that
technol ogi sts or therapists conducting these treatnments for
the teletherapy unit would know when sonet hi ng was out of the
ordinary. That was about the entire gist of the main itens.

CHAI RMAN SI EGEL: Good. Thank you. Questions?
Comrent s?

MEMBER BROWN: There was just a discussion that
t hi s gui dance docunent was created or revised last in 1985.
So we felt there was a need to update it. However, we
recogni ze that it appears that the use of teletherapy is
falling off in the United States. W tal ked about that a bit,
but still felt that updating the guidance at this point in
time was inportant.

MEMBER QUILLIN: | just have one final comrent.
Several comrents were made about my grammar review. | do |ike
subj ects and verbs in sentences.

MEMBER STITT: You kept conpl ai ni ng about that.

He kept finding all these sentences that had no verbs.

CHAI RMAN SI EGEL: Picky picky picky.

MEMBER BERMAN: |'d just |like to comment on your
part that on page 192, what you nmeant when you said that the

physi ci an and physicist should be physical during the GSR
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treat ment.

CHAI RMAN SI EGEL: We said that cardi ol ogi sts had
no sense of hunmor. Okay thank you. Thanks to everyone for
their hard work on this.

Havi ng done now a couple of these types of things
with you, | amreally convinced that when it cones tine to
roll up sleeves, |ook at a docunent, and think through a
process in great careful detail, that a group of three or four
people in a roomgets a lot further than a group of 13 people,
bei ng afraid what they are saying in the m crophone. So sone
of these working sessions really are quite effective, and |
encourage you to keep having them as issues arise that need
t hem

The last itemof the day is status report on the
Nat i onal Academny of Sciences study of the nmedical use program
Pat. She had to leave. | think we actually heard part of
this fromDr. Paperiello.

Let's see. So | amgoing to give Pat's report.
The National Acadeny of Science's report to the NAS peer
revi ew process apparently occurred on August 25, 1995. The
docunent is not out yet. \When approved by peer review, Carl
Paperiello and Pat Rathbun will read it. Ten days later, they
will get a confidential copy.

| need to get sone clarification, because |

actually had a conversation with Kate Gottfried a coupl e of



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

300

nmont hs ago and was |led to believe that nenbers of the advisory
commttee m ght actually be able to see copies sonetinme in
Novenber .

So that sounds |like the January date is one date
that you all are hearing. She seemed to think this docunent
woul d be done and on its way to the printer in early Novenber

MEMBER BROWN: | have never heard that comment.

CHAI RMAN SIEGEL: If | get a copy, |I'Il give it
to you.

MR. CAMPER: Wuld you please do that, because
we'd like to have it.

CHAI RMAN SI EGEL: Not until | have analyzed it
very carefully.

MEMBER BROWN: There has been some -- what has
caused confusion in all of this, and that is, is that many of
you probably are aware that the NAS has a process of how it
goes about doing business. It is unusual | think that a copy
of their reports are provided to the entity which requested
that they devel op them before they are actually and formally
publ i shed and rel eased.

However, in this case, you m ght recall that
there was a briefing by the NAS to the conmm ssion, during
whi ch then Chairman Selin expressed a great deal of interest
in the comm ssion receiving a copy of hte report once it had

under gone peer review and was on route to being published.
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As a follow up to that, there was apparently sone
t el ephone di scussion between the Institute of Medicine at NI S
and the chairman or the chairman's office. Utimtely, a
letter was sent fromthe chairman to IOM as sort of a follow
up to that conversation in essence thanking them for making a
copy of that available to us.

Now we have had sonme ongoi ng di scussi ons anongst
ourselves and with the EDO s office, that we try to plan to
receive this and process it. There has been sone confusion as
to just what was going to be.

In my understanding of it within the |ast day or
two, in fact talking to Pat, is that once it is available or
it is conpleted, it's undergone peer review. Carl Paperiello
and Pat Rat hbun will have the opportunity to read it. That
within 10 days, we will receive a confidential copy of it.
That is our current working understanding.

Contractually, they are obligated to provide us
with a report on or about 5 January of 1996. So at this point
intime, | think it is fair to say that we anticipate seeing a
copy of it and we'll have a chance to | ook at it
confidentially sonme tinme | would assune in Novenber | woul d
t hi nk.

CHAI RMAN SI EGEL: One concern | have is that if
we are planning on neeting on February 21, 22, and now maybe

an additional day even added on for training, experience, and
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that neeting is going to include an analysis of the docunent
and the comm ssion briefing by this commttee, that --

MR. CAMPER:. We have a couple issues there.

Let's think that through.

CHAI RVAN SI EGEL: That's going to be quite a
chal | enge.

MR. CAMPER: Qur plan is not to provide it to the
commttee until we have the docunent and it is avail able for
public dissem nation. W have not discussed or given any
consideration to, nor I'msure that we could frankly. If we
are provided with a copy at all, and if it's confidential,
that we could provide it to the commttee.

CHAI RMAN SIEGEL: Right. | understand that.

MR. CAMPER: So our plan has been to get it to
the commttee as pronptly as possible once it is published.
The nmeeting on the 21st and 22nd was a neeting that was
designed to discuss the NAS report and the staff's analysis as
it exists at that time of hte report. | don't think that we
had actually consi dered, but we certainly could, whether or
not that two-day session on the 21st and 22nd of February
woul d al so include a briefing of the conm ssion by the
commttee. You may or nmy not be prepared to do that at that
poi nt .

CHAI RMAN SI EGEL: | am not certain we woul d be.

Do you all not have a conmm ssion briefing scheduled for that
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time frame?

MR. CAMPER:. Well, what we intend -- | was going
to go ahead. What our thoughts were was we have hte worKking
session on 21, 22 February. Consistent with our earlier
di scussi on today, possibly we would add a third day onto do
the first work on the T&E stuff.

We are currently scheduled to brief the
conmm ssion the |ast week of March. That would be our annual
briefing to the comm ssion on the nedical use program O
course obviously this year it is going to be all about the
staff's reaction to and so forth and so on, to the NAS.

We had pl anned, Barry, as part of that to dial in
the ACMJUI to participate in that briefing in a fashion as we
have previously. Now that could either be a situation where
you woul d represent the conmttee or select nmenbers of the
commttee could represent, or even the commttee as a whol e
for that matter. But that is sonething we have to tal k about.

CHAl RMAN SI EGEL: Okay. | m sunderstood. That's
fine. We'Ill have plenty to do in February just to tal k about
hte docunent. |If we take on this training stuff, we could
nmeet for days on end.

MR. CAMPER: Yes. That's ny guess. | doubt if
the commttee really would be prepared to brief. But we
certainly have to nake sure that that opportunity exists,

whet her it's with our annual briefing or even a stand-al one
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bri efing.

CHAI RMAN SI EGEL: All right. W have one
remai ni ng order of business for today, unless anybody el se has
busi ness that I'm not aware of. That is, we have to figure
out what tinme we are starting tonorrow.

The Federal Register notice says the neeting

starts at 8:30. The agenda shows a cl osed session from 8: 30
to 9:30. The closed session was not noticed in the FEederal
Regi ster, therefore we could start at 8:30 or if it's our
pl easure, we could start at 9:30. | talked first with Larry
and subsequently with Torre. | think the concl usion that
Torre and | have reached is that we have w ggle room on that.
We could go either way. So what is the conmmittee' s pl easure?
An extra hour of sleep?

MEMBER QUI LLI N:  8: 30.

CHAI RMAN SI EGEL: Versus getting out of here
sooner.

MEMBER WAGNER:  8: 30.

MR. CAMPER:. Well, the only concern | have about
8: 30, and | understand why --

CHAI RVMAN SI EGEL: Is the presenters may not be
her e.

MR. CAMPER: Well not only that. WeIlIl that and
i f anyone was here today who intends to come tonorrow and they

saw t he agenda, they would not conme at 8:30 because of the
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cl osed session. They would show up at 9: 30.

CHAI RMAN SIEGEL: So I'mactually inclined -- |
don't think we are going to go over tomorrow s planned agenda.
| know it's not going to go too | ate because | have to give a
| ecture at the Naval Hospital tomorrow afternoon and | plan to
be there. So | think we probably need to opt for 9:30 as a
start. Then we'll still plan to get out of here on tinme or
ahead of schedul e.

MEMBER QUILLIN: If we say 9:00, we may start at
9: 30.

CHAI RMAN SI EGEL: No. We started this norning
only a couple mnutes |late. Do you have an earlier plane you
would like to catch? That's okay if you do. | suppose we
could start at 9:15 and deal with adm nistrative matters.

MS. TAYLOR: Dr. Siegel, the other option, we
could do the industrial issues -- (inaudible) --

MR. CAMPER: | suspect that nenmbers of the public
woul d be here by 9:15. So we can go in that w ndow, that 9:15
to 9:30 w ndow.

CHAI RMAN SI EGEL: All right. Let's plan on
starting at 9:15 tonmorrow. So everybody gets a slightly nore
rel axed breakfast tonmorrow. Then we can start with the
regul ar agenda in all likelihood. W are closed for today.

(Wher eupon, at 4:38 p.m the proceedi ngs went off

the record.)
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