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Regul atory Comm ssion, Two White Flint North, 11565
Rockvill e Pi ke, Room T2B1, at 8:00 a.m, Barry A.

Si egel , Chairman, presiding.

MEMBERS PRESENT:

BARRY A. SI EGEL

LOUI S WAGNER



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

ALSO PRESENT:

TORRE TAYLOR

JAMES LYNCH

LARRY CAMPER

JANET SCHLUETER

MARGO BARRON

GARY STEI'N



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

AGENDA

Agenda |tem

Addr esses Where Licensed Materi al

Used or Possessed

Locati on of Use

Base Hot Lab

Tenporary Job Sites

Radi oacti ve Material and Purpose

W

be

I ndi vi dual s Responsible for the Radiation

Saf ety Program

Emer gency Procedures

Transportation

Over ni ght

St orage in Mobile Vans

Page

29
76
100

113

119
148
154

171



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

P-R-OCEEDI-NGS
(8:19 a.m)

MR. CAMPER:. Good norning. |'mLarry Canper.
I"mthe chief of the Medical Academ c and Commercial Use
Safety Branch. |1'mthe designated federal official for this
neeting. The purpose of the neeting for the next two to three
days, which were publicly noticed, is to discuss a nunber of
draft nodules for inclusion into the existing Regulatory
Gui de 10.8, which is the Medical Licensing Guide. This effort
is part of an updating to Reg Guide 10.8. The agency
recogni zes that ultimately Reg Guide 10.8 will undergo a
substantial change as we nove in the future to revise Part 35,
following the receipt of the report by the National Acadeny of
Sci ence. However, the reason we're updating the guide at this
point in tine to the extent that we are is that over the | ast
coupl e of years we've been working under a plan known as the
Medi cal Managenent Pl an. Janet Schlueter, who's in the
audi ence, is a nenber of ny staff, is the project manager for
the MMP. And there was sone gui dance | acking in Reg
Gui de 10.8. Sone of it was lacking in its entirety and sone
of it was lacking in part and needs to be updated.

So what we're going to acconplish over the next
two or three days with the assistance of the subcommttee is
to take a | ook at these draft nmodules, and then ultimately

these draft nodules will be published and will be included in
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Janet, what's the schedul e and where do we go
fromthis point forward?

MS. SCHLUETER: Okay. Just to kind of give you
an overview of where we are in this entire project, there are
seven different working jobs and I'"'mthe chair of this
project. And what we did is we devel oped those | ast summer
and fall, nmeaning in 1994, and then beginning in 1995 we sent
them out in about four different transmttals to the NRC
regi onal offices and the agreenent states for coment. They
went out in groups of two and then the |ast one to go out was
the revision of the existing policy and gui dance director for
remote afterloaders. And that's the | ast one that has just
hit the streets for comment. And so there hasn't been a big
comment period left on that one, but that docunent has been
used for sone tine.

So where we're at now is that the working groups
have all received all the coments and have revi ewed those,
have revised their nodul es accordingly to incorporate those
comments. And we wanted to get ACMUI's input at this point so
t hat where the groups will go fromnow is revising their
nodul es based on your comrents again, and then al so devel opi ng
a standard review plan, which will basically be the nodule
itself, a checklist, and a nodel |icense. Now those standard

review plans will be updated and nodified and devel oped this
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fall, and then distributed to the regions for use. Qur goal
is to get those out to the NRC regional offices by
Decenber 31, 1995. Those will be for use by the regions.
Now we realize we're putting sonmething out for
use that in fact will subsequently go out for public coment.
But that's okay. The regions have had an opportunity to
comment on them they need to begin to using them and then to
tell us if there are voids or inaccuracies, or what have you.
So the goal is to get themto the regions by the
end of the cal endar year, and then since we began this

project, BPR, the business process reengi neering project has

really taken off and there's been a change in how we'll issue
our nmodules. We'Il issue our nodul es for public comment as
part of the overall, very broad materials |licensing manual

that's being devel oped by BPR. So these Red CGuide 10.8
nodul es will no | onger stand alone, but will be incorporated
in the materials licensing manual. And they'll go out for
public coment.

| would i magine now the tinetable is February-
March time frame of 1996. So they'll be out to the regions
just a little bit before that. And | think that's about it as
far as where the project is now.

MR. SIEGEL: What's the plan in terms of bringing
t he subconmmi ttee suggestions in the revised docunents back to

the ACMU as a whol e?
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MS. SCHLUETER: Well, we'll have to figure out

how we woul d acconplish that if that's desired, because right
now the time line for revising the nodul es, devel oping the
checklist and nodule, is m d-Novenber of this year, and you're
meeting in October, so I'mnot sure --

MS. TAYLOR: It is on the agenda to tal k about
general ly.

MS. SCHLUETER: Okay, to tal k about generally
what we did? Because that's only three weeks from now
obvi ousl y.

MR. CAMPER: That's right. At this point, Mary,
t here has not been a plan to take the revised guidance
docunments back before the entire conmmttee. The plan at this
poi nt has been have the subcomm ttee provide comments that
woul d be a report of the subcommittee activities and findings
to the full commttee. That's on the agenda for the October
nmeeting. But there is a timng msmtch to have such a full
review, and furthernore, there's going to be a special neeting
of the ACMJI as you know in February, but that's going to be
the focus point in the NAS report, which in itself is going to
be conprehensive enough for a full nmeeting. So the earliest
opportunity would be May. | don't know if that reviewis
desired by the conmttee or if it's necessary, but we can
certainly contenplate that.

MR. SIEGEL: Right. | wasn't really meaning to
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press it. | think when we left it at the last neeting the
notion was that the nost efficient way to do this was to have
smal | groups of people sitting around trying to talk through
sone of these issues, and |'m perfectly happy with the notion
that either, whatever our mnutes are or brief reports of what
signi fi cant changes m ght have occurred as a result of these
three days worth of subcomm ttee neetings, got back by way of
an information report to the commttee as a whole. | think
the commttee as a whole will not wish to take the tine to go
t hrough any of these little details again.

MR. CAMPER: \When it's published, Janet, what's
t he planned period for public coment?

MS. SCHLUETER: Well, that will be up to the BPR
licensing manual. | nmean | would imagine it would be no |ess
t han probably 90 days, and probably | onger.

MR. CAMPER: So that would be -- You're saying
February is the plan?

M5. SCHLUETER: At the earliest.

MR. CAMPER: So February, March -- put you into
June, July and August. Now the May neeting of the ACMU
assunme wi |l be tal king about the licensing manual obviously as
a significant agenda item

What you m ght be able to do, Barry, in your
subcomm ttee -- Let's assume for sake of discussion that this

goes along fairly snoothly. The subcomm ttee doesn't identify
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any remai ning outlying issues with which you have a problem
In that case it m ght not be necessary for the guides to go
t hrough the full commttee. But by the sane token, if it
turns out that there's sone significant issue you coul d,

a) address that in your report to the conmttee, and then we
could add it as an agenda item for discussing before the full
commttee in the May neeting. And it m ght nmean that we can
do that under the unbrella of tal king about the |icensing

manual at | arge.

MR. SIEGEL: That's fine.

MR. CAMPER:. Ckay.

MR. SIEGEL: Yes, | think that's reasonable.

MR. CAMPER: Does that seem|like that will work?
MS. SCHLUETER:  Yes.

MR. CAMPER: All right. Well with that

I ntroduction. Are there nmenbers of the audi ence who woul d
li ke to introduce thenselves for the record? There's a couple
fol ks.

MS. BARRON: |'m Margo Barron from NUS

MR. CAMPER: Did you get that?

Woul d you say that a little |ouder?

MS. BARRON: Margo Barron from NUS

MR. STEIN: Gary Stein fromthe Anmerican Society
of Health System Pharmaci sts.

MR. CAMPER: All right. There are nenbers of the
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Medi cal and Academi c Section staff. W have Sally Merchant;
Janet Schl ueter of course, Trish Holahan. And Trish is also
wor ki ng with Janet now on these nodules and will be here over
t he course the next couple days; the assistance of the
subcomm ttee if need be.

Suzanne Wbods, a nember of the Medical and
Academ c Section staff. And of course Torre Taylor, a nenber
of our staff, who also functions as the admnistrative
coordi nator for the ACMJI activities.

Wth that then, Barry, | will turn it over to you
as the chair, and let's proceed.

MR. SIEGEL: Good. | nust admt | don't have a
pl an, but we're here this nmorning to deal with nobile nedical
service nodule, and to try to get whatever issues there are
out on the table.

Let me ask -- if unless Dr. Wagner objects -- you
or soneone to begin by telling us what you have encountered as
the nost significant problens in the |ast few years in
i censing mobile services. Wat have been the nost
conplicated issue for you all to grapple with?

MR. CAMPER: That's an excellent question, and |
was | ooking through this last night and trying to | ook at sone
of the words we had put down and bei ng struck by sone
problens -- | think the biggest problemarea is that when it

comes to nmobile medical |icensing there are two probl ens.
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One, is that there is a regulatory problem |If | |look at the
| anguage today in Part 35 there are two primary parts that

deal with it, 35.29 and 35.80. | think that the regulatory
criteria, while appropriate and worthwhile at the time when
Part 35 was last revised, it may not necessarily be reflective
of trends that are going on in industry today. W see
somewhat of a increase toward nmobile medical inmging. And
that's really not surprising given some of the dynam cs going
on in health care today.

Well if you | ook at | anguage in 35.29 and 35.80 |
think that one can make a reasonable argunment that it's fairly
restrictive, particularly with regards to the capacity for one
to receive radi o pharmaceuticals at a scan in van scenario for
example. Sonme of the arrangenents for interfacing with
hospital clients are cunbersonme and may not necessarily be
consi stent with business practice in today's marketplace. But
unfortunately that will take a regulatory fix, an adjustnent
in the | anguage. And we can deal with that problem when we
revise Part 35 over the next few years, and we can certainly
enploy the conmttee to help us do that. That's one problem

And the fallout fromthat problemthen is, is
that what we do -- and in fact Torre and | worked on a case
just last week on this. W're having to grant some exenptions
to some of the criteria in 35.80 and 35.29, and certainly the

regul ati ons obviously allow for the capacity to grant
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exenptions. You prefer not to regulate by the granting of
exenmptions. You probably ought to nodify your regul ati ons and
over tinme you learn things and you ultimately do that.

So that's a mmjor problem existing regul ations.
| don't know how to fix that other than adjustnents to the
| anguage which we'll do in due course. But with regards to
t he gui dance though, what we m ght be able to do in guidance
is to address sone of these things we've al ready seen.

For exanpl e | ooking through the guidance the | ast
day or two, a couple things I'mstruck by that aren't included
t hat we m ght consider including, is some discussions of sone
of these changes that are going on in the industry, that
potential applicants should consider their need for radio
phar maceuti cal s' procurenent, what kind of arrangenents do
t hey want to have at site for being able to receive the
materials and therefore alert themto the fact that certain
parts of the regulations they may need to seek an exenption
to. And in particular I think at 35(a), possibly (b),
35.29(d). And then the other issue that we need to tal k about
i's reciprocity. Reciprocity is a very |large scale problemin
the sense that today we have a strong programin reciprocity
where agreenment state |licensees want to cone into NRC
jurisdiction. There's a mechanismand a nethod for filing for
reciprocity, and they can get reciprocity for up to 180 days

in a year.
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well, if one | ooks today at sonme of the
regul ati ons and gui delines that are subject to reciprocity, it
beconmes at |east clear to me that they weren't developed with
nobil e medical imaging in mnd, and the truth of the matter is
that you can easily imagine the scenari o where soneone could
be based in an NRC agreenent state -- let's say Virginia for
example -- and want to go right across the border to provide
services in atown in North Carolina. And we say nothing
literally in the guidance at this point about reciprocity and
sonme of the things that they need to be aware of.

And ny observation is, is that as nobil e medi cal
services continue to increase that will becone nore and nore
of an issue. W at this point have a strong potential to
recei ve an application for nobile, high dose rate node
afterl oading service. W have met with the conpany that's
interested in this. They were going to submt an application
by summer; they didn't do that. Currently our regul ations
don't allow therapy in a nobile scenario. That would require
a significant exenption. It would require a significant
adjustnment in policy in that regard.

But again, we're faced with enmerging technol ogy
and enmerging changes in the way health care is provided. So,
| think then those are really the two big issues as | see them
of large scale.

MR. SIEGEL: Just a sinple opening question which
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Is, the nmodule is called nobile medical service; that the
correspondi ng regul atory parts are called nmobil e nucl ear
medi ci ne service in 35.29 and 35. 807

MR. CAMPER: That's right.

MR. SIEGEL: And | wasn't sure whether the nodul e
was named nore broadly with the notion that it was intended to
capture sonme types of radiation oncol ogy practice?

MS. TAYLOR: Mainly to capture the radi o therapy
under 30 m I licuries.

MR. SIEGEL: But that's still nuclear nmedicine.

MR. CAMPER: At |east in theory, nost of the
time.

MS. TAYLOR: | think we just changed it to give
it a nore general name because it wasn't going to be strictly
just nucl ear nedicine.

MR. SIEGEL: But this nodule as it stands right
now, isn't that designed to address nobile HDR or nobile LDR
I f such were to exist?

MR. CAMPER: It is not.

MS5. TAYLOR That's intended to be addressed in
anot her nodul e, right?

MR. CAMPER: Now let ne just see if | can
under stand, and Lou interrupt nme anytinme. Sone general issues
related to how you think a license is currently witten under

a few scenari os
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Let's start with the conmon current scenario
whereby a | arge hospital corporation, which is getting to be
an increasingly conmon situation that perhaps owns 15 or
20 hospitals over a one state, two state, three state area,
decides that for its ten world facilities it needs to have a
nobi | e service because none of themis |arge enough to sustain
a freestandi ng nucl ear medi ci ne departnment.

Each of those conponent hospitals is itself a
medi cal institution. The parent corporation may or may not be
consi dered a nedical institution given this definition, which
we'll talk about in a bit.

Who woul d the NRC nost |ike to have the license
for the nobile service? A parent corporation, or does the NRC
want there to be ten |licenses for each of the conponent
medi cal institutions that receive the nobile service?

MR. CAMPER: Well, I'mnot sure that we have a
preference as such. What we're concerned about of course,
Barry, is it to be a clear delineation of control and
authority; be a clear delineation of who is managi ng the
radi ati on safety program and who in the managenent structure
I's responsi bl e.

Now, in your scenario, if you have ten hospitals
and let's say they all have a license; they all have limted
specific licenses for sake of discussion.

MR. SIEGEL: See that's the part |I'mnot sure
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about, is whether they -- As | read this it seenmed |like they
have to have a license. There couldn't just be one license to
t he parent corporation.

MR. CAMPER: In your exanple as you were
explaining it I was envisioning a situation where you had
these ten institutions. Each were nedical institutions as
defined and they each had a |icense.

Now, they could still -- That corporation could
still under that scenario conme in and get a nobil e medical
| i cense under Corporation A, let's say. They could then
decide to go to sone of those existing limted specific
i censees that are their hospitals and decide to provide
services to them

And there are sonme adm ni strative considerations
that are tal ked about in 35. You have to have, of course,
letters of permssion if you' re doing sone of the sanme things
that the institution is licensed for then you have to
recogni ze that those things come under the control and
responsibility of a licensed institution. That's the way it's
currently set up. | think by the way that's an awkward
arrangenent, but be that as it may, it's the way that it is
today and until such tinme that we change that. | don't think
it's 1995; it's not today's reality.

But, they certainly could do that then. They'd

have to operate under existing adm nistrative restrictions.
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But we would issue a |licensee to one. But again, if you had
ten licenses in this corporate chain and you al so had one
l'icense for this corporate chain that was nobile, we would be
| ooking in each case for a clear delineation of who's in
charge, who's adm nistratively responsible, who is a radiation
safety officer, who's conducting the program and so forth.
But we don't look at it as a preference for one or the other.

MR. SIEGEL: But do you currently require that if
one of the clients is a nedical institution that there has to
be a license at the nedical institution?

MR. CAMPER: No, we do not.

MR. SIEGEL: So there could be a single corporate

license to cover the activities of the whole operation?

MR. CAMPER: Yes, there can be.

MR. SIEGEL: And the Navy woul d be --

MR. CAMPER: Well, no.

MR. SIEGEL: | nmean | know that's not nobile, but
that's --

MR. CAMPER: | wouldn't even think of the Navy in
t hat same context. The Navy and the Air Force have a unique

situation, that they have master materials |icenses. And
what's terribly unique about them of course is that they do
their own licensing. They issue permts. They do their own
i nspections. They undergo audits by us and we participate in

their radiation safety program managenent and so forth. But
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that's a distinctly different program

If we had a Corporation A that had a nobile
license and it had ten -- Let's take a scenario. Let's say
for exanple they had ten hospitals. They were doing
di agnostic only and limted therapeutic nuclear nedicine,
let's say up to 30 miIlicuries. They decided they wanted to
cancel all ten licenses and have one nobile corporate |license,
they could certainly do that and then go to each facility and
provi de the diagnostic nuclear nedicine capability. And
frankly | suspect in the future you'll see sone of that type
of activity.

MR. SIEGEL: And then would the nobile service
have a radi ation safety commttee? Wuld the nobile service
itself beconme functionally a nmedical institution?

MR. CAMPER: That's an interesting question. |
want to talk about that in sone of the | anguage we have in
this gui dance today. But not as currently structured, no; not
in existing regulatory parts, NRC would not be required.

MR. SIEGEL: Okay.

MR. CAMPER: | mean we have mobile |icensees
today that are corporate entities, that go provide services,
and they do not have a radiation safety program

MR. SIEGEL: Are there nobile services -- Is
t here any substantial nunber of nobile services that go to

hospitals that are already |licensed to have nucl ear nedicine
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services?

MR. CAMPER: | don't know what the numbers are
exactly.

MR. LYNCH. There are exanpl es.

MR. CAMPER: But there are certainly nobile --

MR. SIEGEL: And so what happens at the interface
bet ween those two |licenses? | nean obviously that's one of

t he probl ens.

MR. CAMPER: | think there are two aspects to the
interface. | think on one hand, if you | ook at our
regulations it says that, if you're going to go into an
institution for themto be a client there has to be a letter
sayi ng, we want your services; you can cone to our institution
and provide services. Then it also says though that, if
you're going to provide the same services that my institution,
the hospital, provides, that when providing those services at
my institution my hospital is responsible for what goes on.

Now | suspect as a reality that gets very fuzzy
and | don't know, Jim what we've seen in terns of inspection
findings to what degree that is a problem but | can certainly
see where that could be a real area for problenms. Because
again, it's okay to say that as the institution that |I'm
responsi ble for this. | guess the question becones, to what
degree is the institution radiation safety officer and the

institution radiation safety programtruly overseei ng and
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nmoni toring what's going on by that nobile service entity while
they're in their institution. And | guess like, the truth to
be known, Barry, it's probably like every other radiation
safety program it's highly variable.

MR. WAGNER: That's the difficult thing as |I was
goi ng through the nodule that | found very difficult to
understand. |If the nobile service provides services to a
pl ace that doesn't have a license then the nobile service is
responsi bl e for everything.

MR. CAMPER:. Right.

MR. WAGNER: But if the nobile service goes to a
pl ace that does have a license then it is the place they're
servicing that is responsible for everything.

MR. CAMPER: For those |licensed activities of the
institution that the nobile service is also providing. If we
take the nost sinplistic exanple, 35.200, which obviously is
t he broad band of imaging, if they're in there doing bone
scans, liver scans, nugas, etc., yes, if the institution has
35. 200 authorization and the nobile service is doing it, the
institution is responsible as the regulations are currently
structured.

MR. SIEGEL: So the npobile service under those
circunstances is just a contractor?

MR. CAMPER: True.

MR. SIEGEL: It's just providing contract
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services to a licensed institution in a way then gets treated
the same way that a contract, god forbid, radiation safety
of ficer or health physicist is treated by you all?

The institution has the responsibility.

MR. CAMPER: That's right.

MR. SIEGEL: But even though the nobile service
itself has its own license. It has to have its own |icense.

Now, if a nobile service just noves an i magi ng
i nstrument around does it need a |icense?

MR. CAMPER: No.

MR. SIEGEL: |If the adm nistration and by product
material occurs in the institution for use on the nobile
service's imaging instrunents, but the nobile service itself

never possesses by product material --

MR. CAMPER: That's correct. |It's about
possessi on and use of by product material. That's what causes
the license to be required. 1In the scenario you're
descri bi ng, that would be by product material, |icensed, and

under the control of the nedical institution.

Now, with regards to the nobile for nedical and
some of these admnistrative requirenments that are currently
in 35.29, | think what you have here -- and this gets back to
the first problemthat | was addressing. In 1987 when the
regul ations currently becanme effective and they were

pronul gated and devel oped back in '85-86 tine frame, | don't
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think that nobile nedical imging was the sane thing then that
it is today. And so much responsibility was placed upon the
medi cal institution in the classical sense of how have we
approached licensing. There's two major conmponents; the
institution and the authorized user. |It's been that way for
years.

But | think what you have today, is you have
busi ness arrangenents today for an authorized user for
example. It's an active player in a nobile nmedical service.
Then you face a question -- again, this is sonething we'll
have to deal with in the future as we revisit the regul ations.
Under that scenario or sonme simlar scenario, shouldn't the
nobi l e medical license be clearly identified as being
responsi ble for all aspects of the radiation safety program
even if an institution has a license. | don't know, there's a
question we have to discuss.

MR. WAGNER: Well | nust admit | was extrenely
confused as | was going through and reading these things. It
woul d be very very confusing to understand who is responsible
for certain activities given the fact that both would have a
| icense. The nobile nmedical service comes in with their
services and yet once they get on their property the
institution that they're servicing takes over the
responsibility for the regulatory practice, and that to ne is

extrenely cunbersonme. | can't imagine how that coul d be
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wor ked out in a reasonable event if something occurred. Who'd
be responsible for what? It would we very very difficult. |
mean if something goes on inside the van that is a problem
then technically the institution they're serving is the one
responsi ble for that, and how can they possibly be responsible
for that when they are not the conpany providing those
services? | nean it seens to ne that we have created a very

convol uted problem here that may be intractable.

MR. CAMPER: | would agree with that. Again, the
|l ogic that was applied -- and | don't think you'll find an
awful | ot about this in statenent of consideration. |If you go
back and read themyou'll find sonme |imted discussion but

probably not to the detail that we would like to have today.
But the idea is that, the institution has a
license, the institution has a defined radiation safety
program They have a designated radiation safety officer.
They have a radiation safety commttee. And that being is in
a position then to oversee what's going on in that scan van
just like it would any other conponent of its by product
mat eri al use program And therefore you' re going to apply
certain managenment and adm nistrative controls and reviews in
that just |like you would for the nuclear nedicine departnment,
or even sone satellite cardiac inmging roomor sonething of
that nature. That was the m nd-set that brought those

requirenments in 35.29 to bear
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MR. WAGNER: So | see what you're saying. Wat

you're saying is basically times have changed and those
regul ati ons were devel oped on certain scenarios. Those
scenari os no | onger exist, but unfortunately we're set with
regul ations that apply to scenarios that don't exist and now
we're trying to figure out ways to apply inappropriate
regul ations to the current situation.

MR. SIEGEL: Well appropriate is a strong word.

MR. WAGNER: Sonething |ike that.

MR. LYNCH: There is one other issue and that's
t he ownership of the material. |If there's some technetium 99-
Mspilled on the floor of a nuclear nedicine lab, | can't tell
if that's frommy hospital programor if it's fromyour nobile
service. So theoretically both |licensees could be using
material, the sane material in the same area, and you can't
physically tell them apart.

MR. SIEGEL: How big a problemis this? | mean
what ki nds of problens have you encountered, not at the
i censing end, but at the conpliance end? When you inspect
t he operations of nobile services and the clients they serve
have you found probl ens?

MR. CAMPER: Do you want to follow that?

MR. LYNCH. | can't think of any significant
probl ens that were identified.

MR. CAMPER: Simlarly here. | can't recall any
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| s anyone else on the nedical staff? That's an
I nteresting question for the follow ng reason. As | see
nobi |l e applications today -- we've had two or three recently.
One out in the west that wanted to transport generators on the
van, which requires an exenption to do so. The scenario we
had recently when they were tal king about wanting to receive
materials at the van, and so forth.

What |'m saying, Barry, is that, | think that
hi storically nobile medical services have performed in a
sati sfactory manner. W have not seen unusually high
violations in that type of licensing entity as conpared to
normal , the medical institutions.

But having said that, at |least ny sense is -- and
seei ng sone of the things that have been going on
today -- nobile nmedical imaging, nobile nmedical services
i nvol ving radi ati on are changi ng, are evol ving.

Now, is that a precursor to increased problens in
the future? 1 don't know. | couldn't predict that. But |
certainly see scenarios today where people want to do things
differently than the regulations currently allow themto do.
And you would think then if they assune nore responsibility
for receiving materials. They want to transport materials in
t he van; the generators and so forth and so on. You certainly

can see a heightened possibility for problenms. WII that
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materialize? | don't know, but it's changing.

MR. WAGNER: But this nodule that we were going
to review only applies to diagnostic, it doesn't apply to
gi ving you any advice regardi ng how you woul d grant exenptions
for other issues.

MR. CAMPER: It's diagnhostic and limted
therapeutic up to 30 mllicuries. But a couple of things I
t hink we ought to ponder is, to what degree should we put any
| anguage into this guidance where we bring to the attenti on of
potential applicants sone of the changes that we're seeing.
And again, the two that cone to mnd are the 35.29(d) and the
35.80(a) and (b) which we can talk a bit nore in detail. And
what should we be, if anything, inform ng potential applicants
about the possibility to seek exenptions if that's not
consistent with the business that they want to provide. And
then the second thing is this issue of reciprocity, and to
what degree should we alert themto the need for pursuing
reciprocity. |If they're going to an NRC jurisdiction, to an
agreenent state, have a reciprocity scenario they need to
address that. And it may be as sinple as awarding themto the
reciprocity process and informng themthat if they want to
pursue imaging in an agreenent state they' re going to need to
contact that agreenment state and do whatever is necessary for
reciprocity in that specific agreenent state.

And by the way -- and this is further conpounded
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by the fact that, renenber that agreenent states handl e
reciprocity differently, and in varied fashions than we do.
They don't all have the sanme reciprocity scenari os.

MR. SIEGEL: How do we want to do this? Do we
want to start just wal king through this thing? These coments
that came fromthe regions and others we obviously just got,
and so have not had nuch chance to digest them

MS. TAYLOR: And to be honest, nost of them are
pretty editorial; clarify this or change this word to that.
There are a few things that the regions had asked that we put
in that we felt would be too prescriptive in the sense of
limting prograns.

MR. SIEGEL: Let's just start wal ki ng through
this thing. Let nme start off by asking a question.

It says on page 2, Location of Use; that

| ocati ons of use may include, nmedical institutions, nmedical

non-institutions -- I'll conme back to that in a nonent -- and
comrercial -- I'll have a termfor you that will solve the
practice -- and commercial facilities.

And then on the very next page, it says, if the
application is for nedical use |located in a nedical
institution, only the institution's managenent may apply. And
| didn't get it. |Is that true? | just asked you a nonent ago
whet her there could be one |icense provided by the corporation

and the nedical institution didn't have to have a license.
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And this suggests that the nmedical institution has to have a
i cense.
MS. TAYLOR: This is where the mobile service is

| ocated within a nmedical institution.

MR. SIEGEL: |'mvery confused about that.
MR. CAMPER: Well, | look at this a little
differently. | was looking at this |last evening, and | can

give you ny notes in the margins, say, it doesn't work; it's a

probl em

What we' ve attenpted to do here, is we've lifted
the definitions on Part 35 currently for medical institutions,
medi cal non-institution and comercial facility. And we have
noved them verbatimalnost. Now, if poses sone probl ens
because again, as you just were pointing out, a pure
comercial entity, they want to do services in the nedical
institution, some of the things we have witten here as
definitions | think are problematic in that regard.

MS. SCHLUETER: Well | think the reason that that
statement's in there is because of 35.12, in the sense that,
if the applicant to performnobile services is a nedical
institution then the medical institution' s managenment nust
apply. But that does not apply to the client who nay be
medi cal institutions that may be having services at their
facility by the nobile service.

MR. LYNCH. Right. So what you're saying is that
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if the licensee, the proposed provider of nobile services, is
a corporate entity that is a nedical institution then
managenent has to apply as opposed to a person?

MS. SCHLUETER: Correct.

MR. CAMPER: That's correct.

MR. SIEGEL: But then we need to say that nore
clearly. Because a nobile service that is a free standing
corporation could provide service inside its van parked next
to an nedical institution, and at that point the |licensed
activity is not considered cited at a nmedical institution, or
is it? See, that's where you're running into a | anguage

probl em here.

MR. CAMPER: Well, if you look at the first one
for exanple --

MR. SIEGEL: |'m | ooking at 35.12.

MR. CAMPER: Well, if you go back up to page 3,
if you look at (a), if you're reading this -- You're out
there, you' re a potential applicant. |[If the application is
for medical use located in a nedical institution -- Well, if

|'"ve got a nobile service I"'mgoing to be providing it for
medi cal use. |1'mgoing to be providing in a nedical
institution. Only the institution's managenent may apply.

But what we're really saying here is, if a hospital, which is
a nmedical institution, wants to provide nobile, medical

I magi ng services then the managenent of that medi cal
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institution nust apply. But we're not as clear about that.
MS. TAYLOR: That's what it needs to say.
MR, SIEGEL: It clearly does need to say that,
because that, | thought, was very confusing.

The definitions of a nmedical institution in a

ot her --

MS. SCHLUETER: | have to go back to ny desk --

MR. SIEGEL: No, but | can fix it for you in two
m nut es.

Where are those definitions? They're not in
Part 35.

MS. SCHLUETER: Those definitions come from an
of fice of the general counsel interpretation in June of '94,
whi ch hel ped the staff try to figure out when the managenent
needed to apply, when they did not, and if you needed a
radi ati on safety commttee and ot her managenent program
aspects. What precipitated that was the fact that there are
nore and nore private physicians, nore as you know, which are
conbi ni ng, incorporating thenselves and so forth and so on,
and are licensed for activities in the sane types, quantities
and program aspects that nedical institutions are authorized
for now.

So in other words, you have these groups which
are conbi ning and growing and are in fact offering the sane

type of services and are licensed for the same kind of things
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as the hospital next-door, but because they're private
physi ci ans they've been com ng under a different program code,
they've been licensed in a different manner, they haven't had
to have a radiation safety commttee, and so forth and so on.
So there are groups of private physicians that are begi nning
to walk and talk like a medical institution. So there was
sone attenpt at trying to set sonme criteria for deciding, how
big could they be, how nuch could they grow, what could they
of fer, what could they be authorized to do and not hit that
threshold for nedical institution, radiation safety commttee
and ot her kind of program managenment requirenents.

Now, we made an attenpt at trying to define that
line, that threshold. There are sone problens with the
definition when we began to apply it. There are m nor ones,
but it gets back to how does the physician group function
versus how the nedical institution. The termis cunbersone
and we tried for a long tinme to figure out sonething else.

MR. SIEGEL: Wuld you like --

MS. SCHLUETER:  Sure.

MR. SIEGEL: Non-institutional medical practice.
Medi cal non-institution is not a |anguage that I'mfamliar
Wit h.

MS. SCHLUETER: Well | don't think it was a
| anguage anybody was famliar with. W were just trying to

come up with --
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MR. SIEGEL: Non-institutional medical practice
will capture your spirit --

MS. SCHLUETER: Sim |l ar but nore descriptive.

MR. SIEGEL: =-- and | think is English.

Now et nme tell you about your definition of a
medi cal institution here. Three or nore nmedical disciplines
are practiced, and nore

t han one physician is associated with the nedical
practice regardl ess of the nunber of authorized users. By
this definition -- | think | said this at the |ast
neeting -- two physicians practicing together in a partnership
could constitute a nmedical institution. You could have one
guy who's a surgeon and an obstetrician, and does both, and
anot her guy who's an endocri nol ogi st and a nucl ear nedici ne
doctor, and is an authorized user and that nmakes those two
guys a nedical institution.

VWho woul d be on the radiation safety commttee?

MS. SCHLUETER: If there are three or nore
medi cal di sciplines.

MR, SIEGEL: | just said there were. But there
are only two guys. They have no staff. They don't even have
a secretary. Two guys in an office put up a shield sonmewhere.
This definition is cunbersonme; it don't work. No offense to
the | awers, but | don't think they got this one right. |

mean that's as clearly a group nedical practice as | can think
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of, and it could be set up as a partnership so it would not be
licensed in any state as a nedical institution the way
hospitals are licensed, the way free standing clinics are
licensed. It'd just be a couple of guys who hung out a
shi ngl e and went into business.

MR. CAMPER: Well let me take that a little
differently. What makes an institution and institution?

MR. SIEGEL: | haven't got a clue. | don't know.
| nmean that's part of the problem And if you think about
it -- and we've dealt with sonme of this before -- you've got
this corporate entity called the hospital that has a bunch of
doctors working in it who are sole proprietors, who cone in
and use the hospital's facilities, and agree to follow the
rules while they're working in the hospital, but really have
essentially no other fiduciary relationship to the hospital.
And that includes authorized users in many hospitals who are,
not enpl oyees of the hospitals. The only authority the
hospital s has over those physicians is the ability to take
away their staff privileges and not allow themto practice in
t he hospital

MS. SCHLUETER: | guess --

MR. SIEGEL: But can't otherwi se directly
supervise the activity of those physicians. That's actually a
fairly traditional nmedical institution.

MR. CAMPER: |s there sonmething -- Over the | ast
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25, 30 years, we've grown to think of the hospital as a
medi cal institution. |Is there sonething in the charter
they're given or when they're licensed by the state? |Is there
sone criteria that gets at what an institution is?

MR. SIEGEL: M guess is yes, but I don't know.

MS. SCHLUETER: The one case that we had that
sort of put the definition to the test, and we soon realized
that we had sone problens with it was, a scenario in which a
private physician office building |ocated next to a hospital
had several physicians in it, one of which was an
endocri nol ogi st, one of which was a nucl ear medi cine
specialist, and there were other physicians, non-by product
mat erial users in the group.

Now previously they had separate distinct
| i censes, but the physician group had incorporated thensel ves,
so there was one organi zation at the top that these physicians
all reported to, if you will. And so then we had this
scenari o where we had this corporation, this entity, this
building with several authorized users in it, that in theory
had a corporate rel ationship, but were holding separate
licenses. And so the question was, shall we re-issue the
license to the corporation instead of the single users?

And so in the long run I'lIl tell you that we did
not. We did not actually apply our own definition, because it

seened illogical to force the corporation to have the |icense
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i nstead of the endocrinol ogist for exanple, mainly because the
i nspection history was very good, was very limted, and why

I npose the burden on both the NRC and the licensee to go

t hrough a |icensing process again.

So we've only had a couple of cases really where
we've had to try to apply this working definition, and there
is some difficulty in applying it, and we do have to make case
by case reviews of these situations. And it may be that over
time we can revise it to reflect how we eval uate these
scenarios. It was a shot at distinguishing a threshold and
it's just not quite there yet.

MR. SIEGEL: | mssed this definition in 35.

MS. SCHLUETER: Well it's not there in the sense
that you'll find 35.2 has a very limted definition of nedica
institution.

CHAI RVAN SI EGEL: No. But | like the way it's in
35.2. It nmakes nore sense. An organi zation for which several
medi cal disciplines are practiced is actually easier for me to
under st and and apply common sense logic to than this
definition, which I find to be very, very awkward.

MR. CAMPER: | did, too, Barry, but, you know, |
mean, | can quickly identify a scenario of organization. |
mean, what if you have a corporate entity, five or six
physi ci ans get together and forma corporate entity and

they're practicing several disciplines? | nean, arguably,
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that's an organi zation. | mean, a corporation is an
or gani zati on.

CHAI RVAN SI EGEL: Well, according to this
definition, you would license that as an institution.

MR. CAMPER: Yes. But bear in mnd another
reason why this has become a problemin recent years is fees.

MS. SCHLUETER: Fees.

MR. CAMPER: That sane private practice group
that | just described would argue that it's a private practice
physi ci an scenario, not a nedical institution. It's,
therefore, subject to a | esser fee.

MS. SCHLUETER: Fees do cone into play. And
that's why we al so worked with the Office of the Controller to
devel op that definition.

MR. CAMPER: In fact, | think it's fair to say
that fees were a significant --

CHAI RMAN SI EGEL: Were the driving force.

MR. CAMPER: -- driving force, certainly one of
them Janet's described a couple of others, but that was al so
one of them

CHAI RVAN SI EGEL: Well, this is a killer. | just

MR. CAMPER: Well, you know, and what's really
probl emati c about that is, you know, the regul ations and the

definitions in regul ations were designed and built about
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radi ati on safety, control of materials. WelIl, that hasn't got
anything at all to do with fees.

CHAI RVAN SI EGEL: Ri ght .

MR. CAMPER: And, | nmean, the regul ations are
really blind to fees, as they should be, but let's face it.
The reality of the matter is you nove al ong and fees continue
to increase. And you have this private practice scenario and
so forth. People beginto try to find ways to | essen the
burden of fees.

CHAI RVAN SI EGEL: Well, then let's forget fees
for a noment.

MR. CAMPER:. Right.

CHAI RMAN SI EGEL: What is it you think needs to
be achi eved froma radiation safety point of view that conpels
you to distinguish between --

MR. CAMPER: Right.

CHAI RVAN SI EGEL: -- a nedical institution and a
non-institutional medical practice?

MEMBER WAGNER: That's the point.

MR. CAMPER: Well, | think sort of a quick
| ayman's response is that the radiation safety conmttee
concept grew out of a need to have an organization within this
institution that was overseeing the fact that materials were
bei ng used for many different purposes and in many different

settings in the classical nedical institution, the hospital,
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if you wll.

| mean, you know yourself you've got them going
on on several different floors. You generally have a cardi ac
scenario. You have a primary group of medicine scenario. You
m ght have an endocrinology clinic. | mean, the idea is that
the commttee assunmes responsibility for the institutional
oversi ght.

By contrast, a private practice scenario, they're
typically smaller. And the use scenario is nore confined.
You ultimately have one or two docs, as you pointed out
before. You can't make a conmmttee. You don't have all the
pl ayers necessarily.

So | don't -- | think that's the prinmary
difference, this idea of nmultiple use sites, nmultiple program
uses, and then an entity that oversees that for the
I nstitution.

MEMBER WAGNER: But that makes sense. The
difficulty I think is that these definitions don't address
that. These definitions seemto be nore arbitrary than that.
And it's not clear how these definitions address that
radi ati on safety issue.

If you were to use that scenario, then nedica
institution and nmedical non-institution would be defined
according to the types of procedures and quantity of

procedures that they do.
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CHAI RMAN SI EGEL: Yes, yes.

MS. SCHLUETER: Yes. | nean, we recogni ze that,
having tried to apply themin several cases, it's not working
and that we probably want to reconsider witing that section,
basically in the tone that you two gentl emen have j ust
descri bed, and elimnating the definitions that are there now
because | think it really will take a case by case review.
And there's not such a fine line of a threshold.

MR. CAMPER: You know, your point if you |ook

t hrough the definitions, you're not struck with radiation

safety.
MEMBER WAGNER: Right. That's exactly the point.
MR. CAMPER: It's a driving consideration.
MEMBER WAGNER: That's what | had so nmuch trouble
with. | go, "Why are they doing this?" And now we're

enlightened. We know why you're doing this.

MS. SCHLUETER: Ri ght.

MEMBER WAGNER: And | think we want to focus you
back onto doing it for the reasons you should be doing it.

CHAI RMAN SI EGEL: And, really, froma radiation
safety point of view, the key elenent is who is ultimately
responsi ble: a single authorized user or a small group of
aut horized users working together versus managenment with the
requi renment that nmanagenent have an intervening radiation

safety commttee. Isn't that really a fundanental --
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MS. SCHLUETER: Well, and | think operationally

we were nmoving in that direction, but this definition doesn't
reflect that.

CHAI RMAN SI EGEL: Now, the problemw th sinply
suggesting that you go backwards to a sinplistic approach is
that, | mean, one way to do it is to say nore than one
category of use in a practice constitutes a nmedi cal
I nstitution.

But then the problemis, well, | nean, you have
-- but many peopl e have asked this question: Do you really
need a radiation safety commttee in a hospital that only has
a nucl ear nedi ci ne departnment and only does inmagi ng and has
one aut horized user who does the work? What does that
organi zation need a radiation safety commttee for?

MR. CAMPER: Well, it's a fair question. The
theory is that you have this commttee and it has to consi st
of three, at least three, entities: nursing. The reason for
that is because materials are being adm ni stered out on the
fl oor and so forth.

CHAI RMAN SI EGEL: Ri ght.

MR. CAMPER: And, therefore, the potential for
contam nation, the potential for exposure, --

CHAI RMVAN SI EGEL.: Ri ght .

MR. CAMPER:. -- having nurses who are in and

about and around this, having a representative and being
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i nvol ved, institutional nmanagenent obviously for managenent
awar eness and control purposes, obligations and
responsibilities of the institution procure and has the
l'icense, the authorized user for the active hands-on
under st andi ng of radiation safety, et cetera, cetera. | nean,
that is the logic applied even in a strictly nucl ear nedicine
scenario. That's where we are today and why, roughly.

Now, as you expand the program you're supposed
to bring into bear --

CHAI RVAN SI EGEL: O her categori es.

MR. CAMPER: -- these other categories of users,
again for the sanme purpose: oversight, awareness and
oversi ght.

CHAI RMAN SI EGEL: Okay. |'m stuck on this one.
So where do you think you're going to go with this?

MS. SCHLUETER: You know, | think we should

renove the definitions that are there now because it places us

in a box that we don't want to be in.

MS. TAYLOR: From our discussion, it sounds |ike
we could just take it all out, just rewite it, ask themto
describe in detail their managenent, corporation structure,

descri be the oversight, who has responsibility for what, and

MS. SCHLUETER: Well, the type users, yes, the

quantities, --
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MS. TAYLOR: The type users, types, --

MS. SCHLUETER: -- all that kind of thing.
MS. TAYLOR: -- disciplines being done and do it
froma very general -- let thembring it inin a license --

CHAl RMAN SI EGEL: I npatient versus outpatient.

MS. TAYLOR: Right.

CHAl RMAN SI EGEL: Because, | nean, you don't need
nursing involved if you never do an inpatient; correct?

MS. TAYLOR: CQutpatient; right.

CHAI RVAN SI EGEL: If you only do outpatients?

MS. TAYLOR: Right.

MS. SCHLUETER: | think we just need to let the
applicant be aware that we are going to | ook at all of those
aspects of the programto determ ne whether or not --

CHAI RMAN SI EGEL: | sure think that's better than
this.

MS. SCHLUETER: -- you know, what radiation
safety requirenments apply.

MR. CAMPER: Yes. | think Janet's got a good
point there. |If we were to take Page 3, Page 4, Page 5 and
turn that into text that said, you know, "Describe what this
thing is that you're applying for. 1Is it a nedical
institution that wants to provide nobile nmedical services? |Is
it a private practice scenario that wants to expand their

capability to include nobile nmedical? 1Is it purely a
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commercial entity? You know, describe what's going on," get
the key points that we're | ooking for because |I -- you know,
you're right. These definitions just --

CHAI RMAN SI EGEL: Could you include as part of
that text, just as you did, several of the npbst common
exampl es, not to be exclusive, but to say, --

MS. SCHLUETER: Ri ght .

CHAI RMAN SI EGEL: -- "Common organi zati onal
structures of nobile nmedical services include" --

MS. SCHLUETER: Right. That would hel p.

CHAI RMAN SI EGEL: -- and list four or five? |
guess it's unlikely that people who haven't got a clue howto
do this are going to be applying for it, but | suppose it's --

MS. SCHLUETER: It's happened.

MR. CAMPER: Business is business.

MS. SCHLUETER: That's right.

CHAI RMAN SIEGEL: Let's go into nobile nuclear
medi ci ne and see what we can --

MR. CAMPER: Car sales are down. Let's go into
nobi | e nedi ci ne.

CHAI RVAN SI EGEL: It sounds good to ne.

MS. SCHLUETER: Got a good deal on a van

CHAI RMAN SI EGEL: Well, good because | think that
if you can nake these arbitrary definitions di sappear about

t he nunmber of --
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MS. TAYLOR: We can do that.

MS. SCHLUETER: Yes. W're not wedded to those
at all. And there's nothing final, formal, regulatory about

them There's a guidance tool, but --

MR. CAMPER: Yes. In the future at sone point,

you know, when we head down the pathway of revising Part 35 in

the future, over the next three or four years, these kinds of

things will be obviously, you know, significant, subject to
di scussion with the ACMJUI. Getting sonme definitions will make
sone sense that are nodern and that wll work

MEMBER WAGNER: Shoul d we go over the coments by
John G enn in this menp?

MR. CAMPER:. Ckay.

MEMBER WAGNER: | don't see the date on here. |
nmean, he addresses many of these issues. And much of the
I ssues that he addresses in here are apparently based upon
finances. | nean, he's got all kinds of things in here.

MS. SCHLUETER: This is the June 1994
interpretation of the definitions for nedical institution and
non-institution. WelIl, this wasn't a comentary to the --

CHAl RMAN SI EGEL: This was a TAR

MS. SCHLUETER: Yes. It was a response to a TAR,
whi ch was created. The definitions that we recognize now in
applying them aren't worKking.

VEMBER WAGNER: So this is what created those
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definitions?

MS. SCHLUETER: That's right.

MEMBER WAGNER: And clearly it's based, at |east
in nmy gleaning over this, it appears to be based, upon
finances.

MS. SCHLUETER: Well, it's not based upon
finances. W had to consider the inpact --

CHAI RMAN SIEGEL: No. It really shouldn't be.

MS. SCHLUETER: -- of the decision to categorize
one group one way versus another. And so we had to consider
that fromthe O fice of the Controller. But it was us, the
Program Office, working with general counsel with input from
the controller. But that certainly was not the driving force
behi nd why we did it and how it canme out.

MEMBER WAGNER: No, but, | nmean, it cones into

t he consideration here, obviously. He's talking about |icense

annual gross receipts of a mllion dollars or less to qualify
as a small entity and pay the reduced annual fee. | nean --
MR. CAMPER: | recall that, at least to sone

degree, there were several things that converged at one tinme
that pronpted us to do this. But, anmpngst those things, |
believe the situation -- Janet, help me out here. | think
that in a couple of cases our inspectors had found thensel ves
in situations where they had questioned their managenment as to

whet her or not this large, sprawling physician entity which
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was grow ng and expanding was, in fact, a private practice
scenari o versus an institution. And sonme of those questions,
sonme of those concerns frominspectors were notivated not by
fi nance, --

MS. SCHLUETER: No.

MR. CAMPER:. -- but by the question of whether or
not a radiation safety comm ttee should be --

MEMBER WAGNER: Yes. Okay.

MS. SCHLUETER: Right, right.

MR. CAMPER: And then in a couple of cases there
were some questions where sone of these small entities were
questioning or nedical institutions were questioning, "Wat's
goi ng on over here? Wiy am | subject to this?"

MS. SCHLUETER: Right. "Hey, these guys | ook
li ke us, and they're paying a |lower fee."

MR. CAMPER: Yes. "These guys look like us.”" So
there were several things going on.

CHAI RMAN SI EGEL: You know what? Stuart Treby
got it right, man.

MR. CAMPER: \Where is he?

CHAI RMAN SI EGEL: Well, in his note at the end,
the very end of this thing, --

MR. CAMPER: | don't have a docunent.

MEMBER WAGNER: Is it the whole thing, very end

of the whol e thing.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

47
CHAl RMAN SI EGEL: Well, the very end of this

whol e thing, it says, --

MR. CAMPER: Yes. Stuart Treby. There he is.

CHAI RMAN SIEGEL: -- "The size and conposition of
the radi ation safety commttee as specified in 35.22 suggests
that a medical institution would be sufficiently |arge so as
to have a managenent structure and nursing service and al so
m ght have varied authorized users for different types of
byproduct material use.”

He goes on in the next paragraph, further down,
and says, "Based on the definition of nmedical institution in
Part 35 and the special requirenents in Part 35 applicable to
a nedical institution, it is apparent that it nust be an
organi zation in which several nmedical disciplines are
practiced of sufficient size so as to have at |east three
i ndi viduals on the radiation safety commttee, including an
aut hori zed user of each type of use: nursing and managenent."

So it seens to ne that in a way the key el enment
is if there ain't a nursing service, it's not a nedical
institution. |If there isn't an independent nmanagenent
structure outside of the authorized users, it isn't a nedical
institution. And that also really gets to the heart of the
radi ati on safety issues, too.

MR. CAMPER: Yes, it does. Yes.

MEMBER WAGNER: | really like a ot of this,
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although | still can cone up with a little bit of difficulties
on scenarios. And that is if you have the nobile service
there. The nobile service then injects the patient, does a
scan, sends the patient back into the hospital, where the
patient is going to be taken care of in the hospital by the
hospital staff. The nobile service itself doesn't supply any
nursing, but, of course, the patients when they go back go
back into the hospital.

So now the issue is you've got the m xture here.
And do you need a radiation safety commttee in that regard?
You're going to have other people involved, but you're not
going to have it involved with the nobile service.

MR. CAMPER: Well, yes. | think that there are
two things that are going on here simultaneously. | think
t hat when we ultimately revise Part 35, we need to go back and
| ook at the definitions in Part 35.2, be nore explicit and
cl ear about the role of the radiation safety commttee.

| agree. | think Stu has done a very good job of
articul ating.

MEMBER WAGNER:  Yes.

MR. CAMPER: In this type of background, frankly,
| think it should be in the statenent of considerations at
that tinme. Okay?

Now, with regards to the i nmedi ate probl em at

hand, though, what | think we need to do here again is have
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t hem descri be, you know. 1|Is a nedical institution applying
for the nobile service? |Is a private practice scenario
applying? |Is a corporate entity, comercial entity?

And, for exanmple, if it's a medical institution
that's expanding its armanentariumto include nobile imging,
t hen we shoul d be | ooking and expecting the radi ation safety
commttee to be providing sone oversight for that service as
well as part of that institutional service pattern.

It would be just like, if you will, the fact that
you have a representative there fromtherapy or endocri nol ogy.
In that conmttee, they would be exercising some oversight on
behal f of the institution over that nobile medical imging
scenari o.

By contrast, though, if it was a private practice
scenari o, which doesn't have a radiation safety committee,
that wouldn't happen. It would be the radiation safety
of fi cer managenent that would be overseeing the nobile
scenari o.

So | think if we avoid these definitions,
ultimately fix these definitions but avoid them for purposes
of this guidance docunent but focus upon getting a clear
del i neation on the applicant as to who's applying, and then
bringing to bear some of these things we have tal ked about,
that's probably a better approach

MEMBER WAGNER: | think that approach is nuch
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better. The issue | think should be the fact that we have to
remenber this is all diagnostic --

MR. CAMPER: Well, it's diagnostic and limted
t her apy.

MEMBER WAGNER: -- and limted therapy, all of
whi ch can be done on an outpatient basis anyway.

MR. CAMPER: That's right.

MEMBER WAGNER: So it really shouldn't play into
a big problemuntil you go to therapy.

CHAl RMAN SIEGEL: | wi thdraw ny conment about:
What do | awyers know about the definitions of medical
I nstitutions?

MEMBER WAGNER:  Yes.

MS. TAYLOR: Stuart was exactly right.

MR. CAMPER: Made you a believer.

MEMBER WAGNER: He did a fine job.

MR. CAMPER: Well, you know what | think, in all
fairness, too, to OGC. | think what nay have happened here is
that, as often is the case, you get a conplex |egal answer.
Then you try to extract fromthat key operational line itens.
It gives you a working nodel, which is what's reflected here.

And | think Lou has kind of pegged it pretty
well. |If one looks at this, this has a lot to do with just
institutional size, fees, so forth, and not so nmuch about

radi ati on safety. And that's probably a m smatch
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But it was, as Janet said, an attenpt to have a
wor ki ng nodel at this point in time. You know, we've got this
house on shifting sand right now because of these fee changes
and so forth.

CHAI RMAN SI EGEL: All right. Well, fine. W've
dealt with the definition -- that's big progress -- and cane
up with a better term | hope you like it.

MR. CAMPER: That's the non-institutional nedical

practice.

MEMBER WAGNER: That's nuch better.

CHAI RVAN SI EGEL: And the fact that we called it
a medi cal practice is not a problem because, | nean, basically
this has to be -- is that a problen? No. Wit a mnute.

Commercial service that is in no way, shape, or forma nedica
practice be |licensed to provide nobile nedical services. |
mean, that's the other problem

MR. CAMPER: Well, can you have that by
definition? | nean, how can you -- restate that. How can you
be providing nobile nedical services if you're not involved in
sonme --

CHAI RMAN SI EGEL: By having only authorized users
at the resident facilities.

MR. CAMPER: That's right. Yes, you could be a
comercial entity. And a good exanple of that is a scenario

you descri bed early on, where | have canera on truck, trave
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to institution.

CHAI RMAN SI EGEL: But that's not even a |icensing
issue as long as |I'm not possessing byproduct materials.

MR. CAMPER: That's what |'m saying. They're not
licensed in that case. Gkay? You can have --

CHAI RMAN SI EGEL: Can a comercial entity possess
byproduct material --

MR. CAMPER:. Sure, by using an authorized user at
the site only; right? | can conme in and get a license --

CHAI RMAN SI EGEL: |Is that a non-institutional
nmedi cal practice that comrercial -- actually --

MEMBER WAGNER: Why don't you call it --

CHAl RMAN SI EGEL: Actually, it's a third --

MEMBER WAGNER:  You have commerci al

CHAI RMAN SI EGEL: Never m nd.

MEMBER WAGNER: Woul d there be any reason to
change "practice" to "service"?

MR. LYNCH: At this point we're just giving
exanpl es.

MR. CAMPER: That's fine, yes. W' re just going

CHAI RMAN SIEGEL: | don't care what we do as | ong
as we get rid of the word "non-institution.”
MR. CAMPER:. We're going to rewite this, take

this --
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MS. SCHLUETER: You don't |ike that word?

CHAlI RMAN S| EGEL: We don't know what it is, but
we know it's not an institution.

MEMBER WAGNER: Ri ght. Take this approach or we

MR. CAMPER: Well, what we'll do is when we
rewrite this and tell themto describe what it is, you know,
describe: "lIs it a nedical institution that's providing? |Is
it a non-institutional nedical practice that's expanding to
i nclude nmobile nmedical? It is a commercial -- for exanple, is
it," dot dot dot dot dot dot.

MEMBER WAGNER: Good. | like that better. Good.
Okay.

MR. CAMPER: | had one nore coment here, too.

On Page 6 under the definition of comrercial facility, | was
struck by sonmething. |If you look there, it's the paragraph
t hat says, "In sone cases a nobile service" blah blah bl ah.

CHAlI RMAN SI EGEL:  Yes.

MR. CAMPER: You get down to the point where it
says, "Submt docunmentation of the agreenent between the
client and the nobile service in the event of disharnony
bet ween these two entities. It is essential that the nobile
service have access to the facility in the event of
contam nation." Really? Why?

You're telling nme that | couldn't handle
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decontam nation on a nobile van if | had appropriately trained
i ndividual s? | don't need to get into the hospital. What are
they going to give me, material to clean it up, swabs, decon
mat eri al ?

| mean, | could certainly do that. | nean, a
nobi |l e service could certainly do that.

M5. TAYLOR: | think this is nore in the
situation where they would be in the hospital and have a spil
and they need to be able to get into the hospital in the event
of disharmony if the work was being done inside the hospital
versus the van.

MEMBER WAGNER: | took it to nean that if your
van is on their property and there's a problem and then
there's --

MR. CAMPER  Right .

MS. TAYLOR: Well, it could say that, too,
actual ly.

MEMBER WAGNER: And they didn't want you to cone
on their property.

MS. TAYLOR: Right.

MEMBER WAGNER: They wanted to ban you fromtheir
property. You've got to be able to get back to your --

MS. TAYLOR: Yes, you can take it that way, too,
exactly.

MR. CAMPER: Well, in either case what | think



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

55

what's inportant is that we get sone clear understanding that
the nobile service has the capacity to deal with a spill
contam nati on

And you can certainly do that as a sel f-contained
entity. | don't necessarily need to get into the Nuclear
Medi ci ne Departnent in the hospital 10 feet away to do that.

In fact, | nmean, | should be prepared, the nobile
van shoul d be prepared, to deal with a spill inmediately.

VEMBER WAGNER: To contain it, of course, and so

on.

CHAI RMAN SI EGEL: Let nme ask you a question. |If
| give 1-131, less than 30 mllicuries, to a patient for
therapy, 29.9 mllicuries, the patient |eaves nmy hospital,
wal ks outside into the parking ot -- no, not the parking | ot

-- wal ks outside onto the public sidewal k, --

MR. CAMPER:. Throws up.

CHAI RMAN SI EGEL: -- and proceeds to throw up,
what is my responsibility, if any?

MR. CAMPER: |If you have rel eased them then they
were rel eased.

CHAl RMAN SI EGEL: Correct.

MR. CAMPER: You nmy have a soci al
responsi bility, but you don't have a regulatory responsibility
because the criteria has been established.

CHAI RMAN SIEGEL: So now let's say | am a nobile
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service and the patient wal ks out of the van and has been

rel eased fromny service, walks into the hospital, which is
attached to the van by a little bridge, and throws up in the
hospital and the hospital also happens to have a |icense.
Still nobody's responsible for cleaning up that spill; right,
ot her than the social responsibility?

MR. CAMPER: That's regulatorily correct.

CHAI RMAN SI EGEL: Because we woul d hope that both
of them woul d have enough sense to clean it up.

MR. CAMPER: It's good for business in either
case.

CHAI RVAN SI EGEL: Well, | nmean, you don't want a
pool of vomt sitting on the floor in a hospital.

MR. LYNCH:. There is also the ALARA principle as
wel | as reasonabl e and achievable. And that would kick in at
t hat point, too.

CHAI RMAN SI EGEL: But you could argue that it's
better for your --

MR. CAMPER:. Good health physics practice would
mandat e that you bring ALARA into bear, but, again, if you're
| ooking at it fromthe letter of the regulations.

MEMBER WAGNER: | had the terrible probl em of
where the patient went home in their house with their children
there and threw up. And | was notified about it.

And | wanted to go in and help themclean it up
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in there, and they wouldn't allow nme in their house. They
banned me fromthe property. They wouldn't allow the state or
anybody to cone in and talk to them And so, yes, you've got
no control over this.

MR. CAMPER: No. You've got no control. That's
one of the assunptions, the licensee, when you rel ease them
you | ose control. You cannot control the patient to make them
do anyt hi ng.

MEMBER WAGNER: Therein lies a |lot of the
problem \When is the patient released? Wen is the patient
rel eased?

CHAI RVAN SI EGEL: This is getting conplicated for

MS. TAYLOR: Ckay. So what do you want us to do
with that sentence?

MR. CAMPER: Well, I'msaying that it is
essential that the nobile service be prepared to deal with any
decont am nati on scenari o.

MR. LYNCH: The problem here is access to the
facility. The beginning of the paragraph says, "If a nobile
service | eases a permanent or a sem -pernmanent space on client
property."”

And it's just later saying that that service
shoul d have access to that facility. They can't |ock the door

and kick themout. |If they want to go in and cl ean sonething
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up, they should be able to get in there.

MR. CAMPER: It nmay not be a condition of the
contract.

CHAI RMAN SIEGEL: It also says "may or nmy not be
a mobile service," too. And | didn't understand that
di stinction either.

M5. TAYLOR: Well, we had one case where they
really were not a nobile center. | didn't bring those TARs
with me. They weren't considered -- the scenarios did not
make them a nobil e service because they were --

MR. LYNCH: Scanni ng?

MR. CAMPER: Well, they put a scan van on a

property.

MS. TAYLOR: They were there. And they provided
service.

MR. CAMPER: They | eased the space fromthe
hospital on their parking lot. They set up a scan van.

MS. TAYLOR: But it was permanent. | nean, they
didn't take this van and nove around. And our clients brought
patients to that van.

CHAl RMAN SI EGEL: So you viewed that as contract
services being provided to a nmedical institution and forced
the institution to have the |license?

MS. TAYLOR: No. The mobile service had their

own |icense, too.
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MR. CAMPER: The mobil e service had a |license,

but the point is it's not --

CHAI RMAN SI EGEL: It wasn't nobile.

MR. CAMPER: -- a nobile service in the classic
sense.

MS. TAYLOR: Right.

CHAI RVAN SI EGEL: | see.

MS. TAYLOR: It stayed put, and people canme to

CHAI RMAN SI EGEL: I n other words, a nobile
service that doesn't npve.

MS. TAYLOR Right.

MEMBER WAGNER: It has the ability to nove, but
It doesn't nove.

CHAI RVAN SI EGEL: What we would call a nobile
non-servi ce.

MEMBER WAGNER: Well, | mean, once we put in the

definition about whether it's a nobile service would nean

whet her or not it's -- if it stays in a certain area for nore
than two nonths, it will not be considered nobile or
sonething. | nmean, that's the other kind of --

MR. CAMPER: You nean define the box --

VMEMBER WAGNER: Yes.
MR. CAMPER: -- for when it's nobile, when it's

not .



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

60
MEMBER WAGNER: When it's nmobile and when it's

not. But as far as it's essential, | think what's appropriate
here is it's essential that the nobile service have access to
the facility in the event of contam nation. That's too broad
a statenment.

The question is: Do you nean contanination in
the nobile facility, on the property | eased by the nobile
facility, or in the facility in the institution that's next to

that nobile area? What types of access are you tal king about

here?

CHAI RMAN SI EGEL: Yes, yes.

MR. CAMPER:. Well, the trend today is towards
scan in van. | nean, the old, you know, pull up with the
nobil e camera and roll it off the truck and go indoors, |
mean, that's pretty much gone. | nean, it nmay be going on in

rural areas, out West in particular, but I think pretty nuch
t hat technol ogy has passed. It's scan in van type of thing at
this point.

So the contam nation is either going to occur
primarily within the van, conceivably the vomting scenario
just outside the steps of the van or sonething like that, but
t hen we've already got that regulatory problem we' ve tal ked
about .

But, | mean, the thing that | was thinking about

with it was that we make the sentence here that it's essenti al
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that the nobile service have access in the event of a

contam nation. That seens to nme to apply froma radiation
safety standpoint that |I've got to have access to their
decont am nati on equi pment, |1've got to get their radiac wash,
|'ve got to get, you know --

MR. LYNCH: That wasn't the intention.

MR. CAMPER: Well, then if a spill occurs in a
van, why is it essential to have access to the facility in the
event of --

MS. TAYLOR: We've hung up on the word
"facility.” Let's get rid of that word and cone up wth
sonet hing better, then.

MR. LYNCH. Well, we're tal king about a nobile
service | easing space on client property.

MS. TAYLOR: And it may actually involve a small,
little area within the hospital.

MR. CAMPER: Let ne think. Do you nmean, then, by
this sentence, do you nmean that this sentence says, then, that
in the event of a spill the personnel of the nobile nedical
service has to be able to get into the van? You' re saying
that there m ght be a problem because it's |eased to the
institution that they can't get in there?

MS. TAYLOR: No, no, no. There are two
scenarios. You can have a nobile service that has a van that

has | eased property in the parking lot of the hospital, is
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ri ght next door to it, and the hospital provides patients and
surroundi ng other facilities provide patients and they do
their nobile service.

You could also have the scenario -- and it hasn't
come up, but | don't see why --

MR. CAMPER: WAait a mnute. Let's stay with
that, then. Let's say under that first scenario, now,
contam nati on occurs in the van.

MS. TAYLOR: A hospital could feasibly say, "You
can't cone on our property any nore," and they need to have
access to that van like --

MR. CAMPER: Ckay. So you're saying, then, that,
even though they've entered into a contract to | ease the
space, that the hospital could say, "You can't conme into your
scan van?

MS. TAYLOR: If there's been di sharnmony and the
contract doesn't allow themto, yes. That's what we're
| ooking for. |If you two have a fight and you have | ega
probl enms and they kick you off their property but your van is
still there, maybe you haven't been paying your rent.

And if they kick you off and say "You can't cone
on until you pay all this back rent or we're taking possession
of your van," you've got to have sone kind of thing there so
they can get in. And it probably isn't just contam nation,

coul d have said, but they need to have access to get to the
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mat eri al and get the waste out and --

MR. CAMPER: Ckay. Right. | see what you're
saying. Your point is they have to have access to any
material, they have to have access to the van in the event of
contam nation

MR. LYNCH. Well, they're the responsible party
here for the health physics invol venent.

MEMBER WAGNER:  Yes.

MR. CAMPER: Well, that's an interesting question
because if they were doing one of the services that the
institution is licensed to do --

MEMBER WAGNER: If the institution is licensed --
if it is not licensed, then they're responsible for it.

MR. CAMPER: Clearly.

MEMBER WAGNER:  Yes.

MR. CAMPER: But if the institution, if the
hospital, is licensed, let's say 35.200 again, for sake of
di scussion --

MR. LYNCH. But we're tal king about commerci al
facility here.

MEMBER WAGNER: This is under comercia
facility?

MR. LYNCH:. Yes, it is.

MS. TAYLOR: Yes.

MEMBER WAGNER: Okay. So if it's commerci al
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facility --
CHAI RMAN SIEGEL: This is interesting because
this is really a contract issue, isn't it?
MR. CAMPER:. Yes, it certainly could be.

CHAI RVAN SIEGEL: | nmean, this really is an issue

MR. CAMPER: Well, yes. But in this case the
nmobil e service is a commercial entity. Okay? But they have
an arrangenent with the hospital. The hospital has a license.

XYZ Mobile Imagi ng Service, which is a commercia
entity, if they go to the hospital, the hospital has a
l'icense, the sanme criteria in 35.29(d) applies.

It doesn't matter whether it's a hospital that's
doi ng nobile i mging, a private practice scenario that's doing
nobi |l e i magi ng, or a commercial entity, you know, Acne |naging
Conpany. |If that hospital has a license, the criteria in
35.29(d) still applies.

CHAI RMAN SI EGEL: (d), about ordering?

MR. CAMPER: No. "Mobile nuclear nedicine
service may not order" -- excuse nme. (c), "If a nobile
nucl ear nedi cine service providing services to clients is also
authorized to provide a client with responsi bl e" blah bl ah
bl ah.

MEMBER WAGNER: Yes. But doesn't that set up two

situations? Doesn't that just sinply set up the scenario
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where if they're supplying services to a licensed institution,
then they sinply have to have access to their | eased property
in the event of a spill?

MR. CAMPER: Right.

MEMBER WAGNER: The responsibility falls over to
the licensed institution to clear up any problens that occur
in the institution. But if the hospital doesn't have a
license, if it doesn't have a |license, --

MR. CAMPER. Ri ght.

MEMBER WAGNER: -- then you have to have access
to the hospital itself in the event that there is a need for
radi ati on safety services inside the hospital.

It's just those two situations. So just ask them
to clarify each situation and how they' re going to handle it,
what the contractual arrangenment is.

MR. CAMPER: Oh, you're saying, for exanple, if
the institution doesn't have a |license and they're injecting a
patient --

MEMBER WAGNER: Sure, right.

MR. CAMPER:. -- floor, for exanple?

MEMBER WAGNER:  Sur e.

MR. CAMPER: You're saying they have to have
access to the institution --

MEMBER WAGNER: Ri ght.

MR. CAMPER: -- for decontam nation purposes?
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MR. CAMPER:

mean here.

CHAI RMAN SI EGEL:

site of use, that

MR. CAMPER:

CHAI RMAN SI EGEL:

Ri ght, right.

Sur e.
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So we need to clarify what we

When a nmobil e service adds a

requires a license amendnent ?

Yes.

Okay. And do you normally

require to see the contracts between --

MR. CAMPER:  No.

CHAI RMAN SI EGEL:

MR. CAMPER: No.

CHAI RMAN SI EGEL:

MR. CAMPER: No.

that's referred t

0. Mobi | e nucl ear

35.29(d), "The licensee shal

If you |l ook --

-- mobile servi

-- and their cl

We | ook to see the letter

obtain a letter

ces --

i ents?

medi ci ne servi ces under

si gned by the

managenment of each client for which services are rendered that

aut hori zes use of

of use. The nobil e nucl ear

retain the letter

MR. LYNCH

at that.

MR. CAMPER: No.

do | ook at that,

CHAI RMAN SI EGEL:

specifically tel

bypr oduct

mat eri al

at the client's address

medi ci ne service |licensee shal

for three years."

So we won't see that,

And we do | ook at that.

but we do | ook

but we don't see the contract.

you t hat

But the letter

doesn't

And we
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No.

It just

Service is authorized to do" --

MEMBER WAGNER:

letter.

CHAI RMAN SI EGEL: Well, not w thout

35.

MR. CAMPER:

67

says, "Acne Mobile

You could ask for that

That's correct.

MEMBER WAGNER:

to do that?
MS. TAYLOR:
MR. CAMPER:

contract, | nean.

in the

changi ng Part

Wul d you have to change Part 35

To | ook at the contract.

Oh, vyes,

MEMBER WAGNER:

No, no.

if we want to see the

You don't have to see

the contract. Wat |I'msaying is you could ask for the

statement in the letter from managenent that they wll

access for the appropriate services.

MS. TAYLOR  Wel |,

"Submit docunentation of the agreenent

di sharnony."” So we've asked for tha

MEMBER WAGNER:

MR. CAMPER:

CHAI RMAN SI EGEL:

Yes.

Ch, okay.

give you the right to ask for that;

in the event of

provi de

that's what we' ve asked for,

t in this paragraph.

Well, that's it, then.

In inplenmenting --

Al t hough Part 35 doesn't

really

correct? It's sensible

t hat you want to know how t hat woul d be handl ed.

MR. CAMPER:

woul d put

it alittle --

can see
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why you would say that. What | would say, | would put a
little differently, though. Clearly in the inplenentation of
regul ations you ask for things, you review things that one
cannot find a specific reference to in the regul ation.

CHAI RMAN SI EGEL.: Ri ght .

MR. CAMPER: But that's part of inplenentation
because obviously if you covered every possible factual
scenario in the regulation, it would be volum nous. So it
becomes an inplenentation interpretation i ssue on our behal f.

CHAI RMAN SIEGEL: | guess I'mstill a little
stuck here in ternms of -- so what do you want to do with this?
You want to --

MR. CAMPER: Well, what I'msaying is | think we
need to be a little bit nore specific in that, on the one
hand, from a pure radiation safety standpoint, if a van is
going to an institution and it's going to do scan in van, that
nmobi | e service should have the capacity to properly nmanage a
decontam nati on event. OCkay?

You should not have to run into the hospital and
get their radiac wash and so forth, plastic bags to contain
the chair that you use to clean up and so forth.

By the sanme token, as Torre has pointed out,
there is a need to ensure that that nobile service when it's
in a contractual arrangenment with a medical institution, that

it always has access to the material and to the van. And that
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can be just deal with control of materials or it could also
deal with the contam nation scenario. And there may be others
we haven't nentioned.

But the point is you' ve got to be able to get in
t hat van.

CHAI RMAN SI EGEL: Have you all ever encountered a
situation in which the client did not permt --

MR. LYNCH. Didn't one of the techni cal
assi stance requests deal with --

MS. TAYLOR: Well, it dealt with this scenario.
This is where it cane up in the sense that it was | eased
property. It wasn't |eading and going to different clients.
It was staying there, and clients were comng to them

CHAI RMAN SI EGEL: But you' ve never had an
i nci dent that involved --

MR. LYNCH: Di sharnony?

MS. TAYLOR: |'m not aware of any. | wouldn't
get that information.

CHAl RMAN SI EGEL: A spill with concom tant
di sharnony. |'ve been wondering whether we're doing a thought
experi ment or whether we really have any experience to draw
upon.

MS. TAYLOR: To be honest with you, the client
and the nobile service probably woul d have such a detail ed

contract to allow for all of these scenarios anyway just for
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| egal reasons that --

CHAI RMAN SI EGEL: Well, | would hope so, but, you
know, they may not be as clever as we think they are.

MS. TAYLOR:  Yes.

CHAl RMAN SIEGEL: | nean, | know that if
Washi ngton University were doing this, the contract would nake
the NRC license | ook small by conparison because our |awers
are pretty careful, very plodding, and think of everything.

And | think nmost hospitals these days are snart
enough to know that when they hire independent contractors to
do these sorts of things for them that they think carefully
about OSHA requirenments and EPA requirenents and | ocal safety
requi renments and a variety of things and NRC regul ati ons.

And they build that onto the contract and figure
out a way to nmake sure that neither party is going to be in
vi ol ation, nunmber one; and that, nunmber two, that it clearly
spells out whose rear end is on the line in the event there is
a violation. And that's always pretty carefully subdivi ded.

| see this as less of a real issue than it seens
to be. And | guess the sentence "in the event of disharnony,"”
would it be better just to figure out a way to say "Describe
t he arrangenments for dealing with incidents"?

MR. CAMPER: Yes, access and control of material
and incidents.

CHAI RMAN SI EGEL: Right, that occur on either
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| eased property or in the client's facility.

MS. TAYLOR: It might work.

MR. CAMPER: Yes.

CHAI RVAN SI EGEL: Just kind of nmake it one
neutral .

MR. LYNCH. Well, we already do that. W say,
"I'nclude provisions for access of decontam nation by the
nobi |l e service."

MS. TAYLOR: Yes, but he's wanting to get rid of
t hat description of "in the event of disharnony."

MR. CAMPER: Right, right.

CHAI RVAN SI EGEL: Because that's a very
t heoretical sort of "Now, what would I do if | wasn't talking
to ny landlord?" It's hard to wite that when you're
currently talking to the guy.

MR. LYNCH: | don't think we |ose too nmuch if we
just strike that sentence out.

CHAl RMAN SI EGEL: | agree.

MR. CAMPER: And, again, that keeps us focused
upon the radiation safety issues.

CHAI RVAN SI EGEL: The radi ation safety issue.
Okay.

The term "base hot lab,” the main facility from
-- I"mlooking at the definition now, "the main facility from

which the nobile |licensee operates.” What does that nean?



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

72
MR. CAMPER: Well, | can tell you what it nmeans

hi storically.

CHAI RVMAN SIEGEL: I'mat the glossary in the back
now.

MR. CAMPER: What it neans historically is that
t hese nmobil e i magi ng scenari os have typically had a fixed
office, often in an industrial conplex, sort of a |owlying
i ndustrial conplex. They do all their adm nistrative billing,
et cetera, fromthat point. And they have a receipt scenario
set up.

They have prescribed their procedures for
receiving their doses and so forth. At that facility
sonetimes they have generators, they're preparing their doses
t here.

And they then |load the material onto the van.

And they depart fromthis base hot |ab operation and go out
and about and service their client.

CHAI RMAN SIEGEL: |Is that common practice in 1995
or is it nore common for the van to nove around while Syncor
is delivering the doses to the client?

MR. CAMPER: | think it's still common practice,
but I think it's becom ng conplicated by the fact that
comrerci al radi opharmacies are increasing their delivery
net wor ks and are better positioned to provide materials to a

van.
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Let's say, for exanple, a van |leaves its base hot
| ab operation, drives 20 mles away to a town popul ated by,
let's say, 8,000 people. It's nowthere. |It's providing
services to the hospital in that towmn. It wants to stay there
over ni ght because the next day it's going to provide services.

VWhat we're finding is that the comrerci al
radi opharmaci es are now better capable to deliver materials to
that town, that population of 8,000, to that van.

Then you get into a situation. Let's say that
that van is going be there for 2 or 3 days because 4 mles
away there's a town of 3,000 people and patients are being
anbul ance- brought to the van.

Now, under that scenario with the van sitting in
that town of that population for three or four days, it
becomes a lot |ike a base hot | ab.

CHAlI RMAN SI EGEL:  Yes.

MR. CAMPER: It's still got its primary corporate
facility back here sonewhere. So it's changing. And the
reason it's changing is because of the network deliver for
radi opharmaceuticals is different today than it was 10 years
ago.

CHAI RMAN SI EGEL: So what is typically happening
with waste disposal in the scenario where the van sits at this
pl ace for three days?

MR. CAMPER: Well, that rai ses anot her
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i nteresting question because you start getting into the
question: Now, what do you do about waste? For example, if |

CHAI RMAN SI EGEL: Put it on the back of a truck
on the hi ghway.

MR. CAMPER: Right. Put it on the side.

So if I make two or three injections during the
day and I now have a couple, two or three, spent syringes and
| want to keep it on the van overni ght because the next day
t he commercial radiopharmacy is going to conme and pick it up,
is that tenmporary storage? |Is that classical disposal?

| mean, as you know in a nmedical setting, in an
institution setting, we do that all the tinme. Spent syringes
sit there. The next day they conme and pick up the suitcases
and take it away. W haven't disposed of it, haven't
necessarily stored it either. It's just it's part of the use
cycle.

CHAI RMAN SI EGEL: They're being held for

di sposal .
MR. CAMPER: That's right, being held for
di sposal. So you can argue that's part of the use cycle.
MEMBER WAGNER: But | think that we have to
consi der on those things -- go right back to the radiation
safety issues. | nean, these do not constitute a trenmendous

radi ati on safety issue.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

75
MR. CAMPER: No, of course not.

MEMBER WAGNER: | can't see that there's a
probl em

MS. TAYLOR: And we got into that when we got a
little further. And we also have allowed several exenptions
to --

MEMBER WAGNER: And now you want to make sure
that they don't | eave the daggone thing open overni ght for
anybody to cone in and --

MR. CAMPER: It's a control issue.

MEMBER WAGNER:  Sure.

MR. CAMPER: It's a control issue.

MEMBER WAGNER: Sure. [It's very sinple to dea

MR. CAMPER: And, as Torre said, we do grant
exemptions to allow this type of thing to take place.

CHAI RVAN SI EGEL: | under st and.

MR. CAMPER: But, anyway, getting back to his, |
was just trying to explain this base hot |ab, what has
classically and historically been, but you can see that,
again, the way things are changing --

CHAI RMAN SI EGEL: So maybe is the base hot |ab
concept now an archaic one? 1In a way, isn't it really better?

MR. CAMPER: No, it's not archaic. [It's still

bei ng done in a | ot of the scenari os.
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CHAlI RMAN S| EGEL: But wouldn't it be better to

say for each site of use of byproduct material proposed by
this nobile service, which could include a base hot |ab as
wel | as each and every client, describe how byproduct materi al
will be received at that site, how byproduct material wll be
used at that site, and how byproduct material wll be disposed
of at that site?

MS. TAYLOR: | don't think we get that specific.

CHAI RMAN SI EGEL: But | may be suggesting that in
order for you all to evaluate whether this |license arrangenment
is a good arrangenent. Now, you could say, | nean, that could
be col |l apsed to one paragraph that says "The way we do it is
we receive everything at Point A, we carry it to Points B, C,
D, E, and F, and at the end of the day we carry it back to
Point A and that's where it's disposed of."

And t hen you' ve done, you've captured what | just
did in one paragraph. But if there was a different
arrangenment at each of nine different client sites, you' d want
to know what each of those arrangenents are.

MR. CAMPER: Well, let me just bring to bear a
point | made in nmy opening remarks with regard to a coupl e of
big issues that | see. And one is this idea that if you ask
soneone to describe what you just said, they may wel |l describe
a scenario which would warrant an exenption to either

35.29(b), which says "The mobil e nucl ear nedicine service my
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not order byproduct material to be delivered directly fromthe
manuf acturer or distributer to the client's address of use,”
because you m ght as a nobile service be able to describe an
arrangenent whereby your van would be at Hospital A.

Personnel woul d be there to receive.

An arrangenent could be put in place with the
hospital that when the material is delivered there, it's
clearly instructed the security guard picks it up, signs for
it, takes it to your van. Your personnel are on site to
receive it and so forth.

I n other words, what |'msaying is that | can
I mgi ne a mobile service being able to describe such a
scenario. GCkay? But that would require an exenption to
35.29(d).

CHAI RMAN SI EGEL: \What is the historical source
of 35.29(d)?

MR. CAMPER: | think that -- again, it's alittle
hard to kind of be in the m nds of those who went before you,
particularly the statenent of consideration on a particular --
but I think the thinking at this day and time is that nobile
services were sort of a stepchild of nmedical institutions, if
you will.

In other words, the institution was the
preem nent -- that and the authorized user were the preem nent

entities as far as |licensing was concerned in the nmedical
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And, really,
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. Yes.

on is

a mobi |l e nucl ear nedicine service is

not in the position to be able to describe or create

scenari o whereby materials can be delivered to that

institution and, therefore, that allow that to happen

And | think

t hat today those business

a

arrangenents and the sophistication of those nobile nedical

services could put in pl

ace such a scenari o.

MS. TAYLOR: The other issue is that sonme of
those clients may not have an NRC |license. So, obviously,
t hey couldn't receive --

MR. CAMPER: Well, that's a good point. Sone of
t hem may not be able to, period, --

MR. LYNCH: A lot of themdon't.

MR. CAMPER:. -- because they don't have a
i cense.

MS. TAYLOR: | think when this regulation was
probably witten, that was probably the nost typical scenario.
And now you've nore facilities. And it may go back to that
with the cost of maintaining a |icense.

MR. CAMPER: Right. Well, it certainly couldn't
receive it at all. That's a good point.

MR. LYNCH: Previously it was not allowed. If
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the institution had a nedical |icense, a nobile service

coul dn't

now, you can't.

| i cense,

addr ess of use."

client.

client,

contr ast

t hi nk, -

provide the service to that institution.

MR. CAMPER: Wl

I, the way (d) is witten right

That's right. Even if the institution has a

it just sinply says, "Distribute to the client's

they can't

Now, in Torre's

That can be a licensed or non-1licensed

point, if it's a non-licensed

receive materials, period. But, by

mean, a licensed institution coul d.

MS. TAYLOR  And

we get into that a little bit, |

we do.

when we tal k about --

MR. LYNCH: Yes,
MS. TAYLOR:  --
MR. CAMPER: Yes.
MS. TAYLOR - -

had maybe a formal transfer

addr ess t hat.

CHAI RMAN SI EGEL:

servi ce under 35.29(d) order

provisions if the client hasn't

or what have you. | think we do

Can a nobil e nucl ear nedicine

byproduct material to be

delivered directly fromthe manufacturer or distributer to the

mobi |l e service's address of use at a client site?

35. 80.

It

MR. CAMPER:  No.

It requires an exenption from

requi res an exenption from 35 --

CHAI RMAN SI EGEL:

So the way this is currently
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MR. CAMPER:

to be either the client has to have a

be a base hot | ab?

Ei ther that or an exenption.

MR. LYNCH. O an exenption.

CHAI RVAN SI EGEL: O an exenption.

MR. CAMPER:

See, to do what you just sai

80

d --

MS. TAYLOR: VWhi ch we have all owed to have

mat eri al delivered to th

MR. CAMPER:

said requires an exenpti

e van.

That's right. To do what you just

on of 35.80(a), which says,

nobi | e nucl ear medi ci ne service shall transport to e

address of use only syri
the reason it specifies

can't do it with generat
exemption for that as we

But the point

CHAI RMAN SI EGEL:

have to drive fast.
(Laughter.)

MS. TAYLOR:

CHAI RMAN SI EGEL: And with 0.15 water, it's even

t ougher.

MR. CAMPER:

nges or vials," blah blah bl
only syringes or vials,
ors, although we will grant
.

I was --

"The

ach

ah. And

because you

an

Wel |, those exenptions are --

But the point | was making was --

and we kind of got into some basenent-level details.

was really saying is if

it's appropriate to ask for

What

some of

Goi ng across Montana you really
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t he descriptions that you were suggesting, --

CHAI RVAN SI EGEL:  Yes.

MR. CAMPER: -- which | think is a good idea, by
the way, but if you do that, | think that part also needs to
bring to the attention of the applicant that some of these
recei pt scenarios may require you to obtain an exenption of
35.29(d) or 35.80(a) because if they're going to scribe in the
detail that you were suggesting, sone of those things wll
absol utely mandate an exenpti on.

On one hand, you have a good --

CHAI RMAN SI EGEL: But that's okay.

MR. CAMPER:. Well, no. [It's okay. |It's fine.
['"mjust --

CHAI RMAN SIEGEL: | just think that in a way it's
better to just be very direct and say, "Just tell us how

you're going to do it."

MR. CAMPER: | agree. And all |I'msaying is that
soneone out there today if an applicant --

CHAI RVAN SI EGEL: At the risk of trying to
achieve clarity of thinking.

MR. CAMPER: Yes. But, | nean, if you're, on one
hand, going to describe clearly what it is that you' re going
to do, which is obviously a good idea, |I'monly saying to nake
t hem aware of that. And guess what? |n doing that good idea

and giving us that good detail, you m ght have to exenpt, seek



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

82

an exenption, which is fine.

CHAI RMAN SI EGEL: Well, that --

MEMBER WAGNER: | had one issue with the issue on
base hot labs. I1t's Nunber 4 on Page 8. | put a bunch of
question marks by this one, "Submt confirmation in the form
of letters fromlocal agencies that operation of the base hot
| abs does not conflict with |ocal codes and zoning | aws.

I nclude confirmation in the formof a signed statenent by the
i censee that police and fire departnments with jurisdiction in
the area shall be notified of byproduct material content
initially and at 12-nmonth intervals.”

M5. TAYLOR: This is under a residential --

CHAI RMAN SI EGEL: | thought physicians are
required to do essentially the sanme thing.

MS. TAYLOR This is under a residential use. |If
you | ook up at (c).

MEMBER WAGNER: (c)?

MS. TAYLOR: There have been requests to operate
froma residential |ocation.

MEMBER WAGNER: Right. This is a residenti al
| ocati on.

M5. TAYLOR: So this is information that we woul d
want applicable to that scenario. And we really don't --

MR. LYNCH. If you' re doing this out of your

house, --
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MEMBER WAGNER: Yes, right.

MR. LYNCH. -- we want to nmke sure the zoning is

appropriate for it and --

MEMBER WAGNER: | understand. | understand the
reasons for the request. | also can perceive of it being
difficulties with some of these things. |'m not sure,

"I'nclude confirmation in the formof a signed statenent by the
i censee that police and fire departnents with jurisdiction in
the area shall be notified of byproduct material content
initially and at 12-nmonth." What kind of notifications do you
want them to have?
MS. TAYLOR: Well, the nuclear pharnacies do
this. You sign a letter saying that they have been notified
of what you have in that facility in the event of a fire.
MEMBER WAGNER:  Yes.

CHAI RMAN SI EGEL: Your institution does it, too.

MEMBER WAGNER: | know that, but I'mthinking of
these small fire departnments out in certain facilities. | can
tell you they don't know anything about radiation. 1've

tal ked to them They know not hi ng about radiation.

MR. LYNCH: Well, the intent is to informthem
t hat "We have hazardous materials in ny basenent here. Shoul d
there be a fire at this address," --

MS. TAYLOR Yes. "Beware of that."

MR. LYNCH. -- "here is what you need to do.
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Here are the nunbers to call."

MEMBER WAGNER: Al |l right.

MR. CAMPER: Yes. W don't get into: How
qualified is the fire departnment to deal with --

MEMBER WAGNER: No. | understand that.

MR. CAMPER: CQur approach is to nake them aware
of that.

MEMBER WAGNER: | was just trying to get at what
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we're trying to achieve by all this notification and stuff

because - -

CHAI RMAN SI EGEL: Have there really been requests

for residential --

MS. TAYLOR: Right.

MR. CAMPER: Yes.

CHAI RMAN SI EGEL: -- base hot |abs?

M5. TAYLOR: One that |'m aware of.

MR. CAMPER: Yes.

CHAI RMAN SIEGEL: And it was permtted by the
| ocal zoning | aws?

MR. LYNCH: There's one in St. Louis.

MS. TAYLOR: Probably your next-door nei ghbor.

MR. CAMPER: |It's next door, yes.

CHAI RMAN SIEGEL: It's ny house.

(Laughter.)

MR. CAMPER: It's your neighbor, your next-door
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nei ghbor.

MS5. TAYLOR: Well, | think nost of them are set
out probably in --

CHAI RMAN SI EGEL: One bl ock away from WAashi ngt on
University's tenporary decay and storage facility, but they do
a good job. So it doesn't bother ne.

There's a residential base hot lab in St. Louis?

MR. LYNCH: Yes, yes.

CHAI RMAN SI EGEL: Incredible. Ckay.

MEMBER WAGNER: "Verify that restricted areas
shoul d not include residential quarters.”™ | hope so.

MR. CAMPER: \While you're at that part there,

too, | had a question on 3, just above that, again this idea
-- and, Jim maybe you can shed sonme light on this -- "Submt
an eval uati on denonstrating conpliance with 20.1301." So

we' re saying we want sonebody in a residential scenario to do
t hat .

My question was: Do all |icensees have to do
this? Because if you go | ook at 20.1301, 20.1301 is an

absolute regul ation standard. This is the one that says, "You

will Iimt your doses to nenbers of the public to 100
mllirem And doses in the unrestricted area will not exceed
2 nr."

MR. LYNCH. Yes. Commercial pharnmacies have to

deal with that question. Who's on the other side of the wall?
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CHAI RMAN SI EGEL: So does everybody.

MR. LYNCH. W're going to put a TLD on the wall

to ensure that the dose on the other side is bel ow regul atory

limts, that

sort of thing.

MR. CAMPER: So that's the evaluation that we're

referring to.

MEMBER WAGNER: O you coul d have a survey done

by sone --

MS. TAYLOR  Right.

MEMBER WAGNER: You can cone in and do a quick

survey and to verify that the exposure rates are so | ow that

no one could

possi bly --

MR. CAMPER: Well, that's fine. | under st and.

CHAI RVMAN SI EGEL: So you're saying this is

redundant her

e?

MR. CAMPER: Well, it's either redundant --

MR. LYNCH. It is required on any |icense

application.

MR. CAMPER: The inpression | had was we seemto

be asking for

sonet hing. When we say "Submt an eval uation

denonstrating,” we seemto be asking for sonething here that's

di fferent or

above what we're routinely expecting to see

i censees denonstrate to show conpliance of 20.1301.

MS. TAYLOR: We could just say "Denonstrate

conpl i ance or

descri be how you're going to denonstrate
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compl i ance" or --

MEMBER WAGNER: But don't they already have to do
that in Part --

MR. CAMPER: But we're just pointing --

MEMBER WAGNER: Why is it being singled out for
residential and not others? Wiy is it --

MR. CAMPER: Well, that's another interesting
poi nt .

MEMBER WAGNER: Why is it being singled out for
residential and not others?

MS. TAYLOR: Just to nmke sure.

MR. LYNCH:. | mean obviously in a residential
situation you have potentially on the other side of a wall
sonebody spending a great amount of time, 20 hours a day, as
opposed to a comrercial facility, where that would |ikely be
limted to less tine than that. So it was an attenpt to bring
out that concern a little bit here.

CHAI RMAN SI EGEL: Now, Paragraph 2 probably
shoul d be altered along the sane |lines that we suggesting
altering it for client. |It's dealing with a fairly unconmmon
scenari o.

| guess this is where you're tal king about you're
| easi ng an apartnent in an apartnment building as your base hot
| ab.

MS. TAYLOR: | don't think we can do that.
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CHAI RMAN SIEGEL: | just can't imagine. | can't

i magi ne the tenants in the apartnment building sitting still
for that.

MS. TAYLOR: That probably woul dn't be
aut hori zed.

CHAI RMAN SI EGEL: Well, it says "residence owner
and licensee.” | guess it could be a man and a woman | i ving
t oget her who are not married and one of themruns the base hot
| ab and the other is the residence owner.

MEMBER WAGNER: We had a physician who wanted to
rent the apartnents in a -- or, actually, notel roons --

CHAI RMAN SI EGEL: You've thought of everything.

MR. CAMPER: We try.

MEMBER WAGNER: -- as his place to put his
t herapy patients. He wanted to rent a notel and put patients
in the notel for confinenent.

CHAI RMAN SI EGEL: ©Oh, God. All right.

MEMBER WAGNER: We had that situation.

MR. LYNCH: So | don't know. Why did we decide
with 1301 there? Do we want to --

CHAI RMAN SIEGEL: 1'd be inclined to delete it
since it's part of every license application unless you neant
that it was --

MR. CAMPER:. Well, that's the thing I was --

CHAI RMAN SI EGEL: -- at a higher and higher
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| evel .

MS. TAYLOR: Ckay. | don't have a problemwth
t hat .

MR. CAMPER: Well, as | read it -- and maybe |
msread it, but | got the inpression that we were seeking sone
eval uati on denonstrating conpliance that's distinctly
di fferent than what we woul d expect under nor nal
ci rcunst ances.

MR. LYNCH: No. [It's just that in a residential
setting, it has a little different flavor.

MR. CAMPER: And even then we're | ooking for
presentation in a programthat denonstrates conpliance with
20. 1301, not necessarily an eval uati on denonstrating
conpliance. |In other words, we're |looking to see that they're
going to give us a programthat woul d appear to neet the
intent of 20.1301 that the operation will not cause an
exposure to greater than 100 mllirem

MR. LYNCH: You're right.

MEMBER WAGNER: But | believe the evaluation --

MR. CAMPER: But we don't say, "Show us that you
eval uated your program so that that won't happen.”

CHAI RMAN SI EGEL: You could change this to say
sonmething like, "Submt a description of your program
denonstrating how you will achi eve conpliance with 20.1301" --

MR. LYNCH: W do that el sewhere.
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CHAI RMAN SIEGEL: -- "in a residential setting."”

And you're just trying to enphasize that it's nmore difficult
to do so in a residential setting.

MR. CAMPER: In a residential setting. That's
true.

CHAI RMAN SI EGEL: That would be okay. | don't
m nd the enphasis here. |'mactually fl abbergasted that
anybody is going to do this in a residential setting.

MR. CAMPER:  Yes.

MEMBER WAGNER: | think that's a good point
because | think evaluation, | think evaluation, if | recall
this correctly, can be cal cul ations.

MR. CAMPER: Yes, it can.

MEMBER WAGNER: And so here you may be wanting to
ask --

CHAI RMAN SI EGEL: Well, until you're licensed, it
has to be cal cul at ed.

MEMBER WAGNER: Correct, correct. But it still
may be ongoi ng cal cul ati ons that you can present w thout any
real measuring data. And it m ght be here in the residenti al
setting that you may actually want to neasure, have sone real
data that you woul d eval uate.

MR. LYNCH. Well, certainly our inspection
process would |look at that. | mean, that would be a key

aspect of the inspection to determ ne whether the 1301 is net.
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CHAI RVAN SI EGEL: Al'l right.

MR. CAMPER:. So we're flipping to Page 9.

CHAI RVAN SI EGEL: Tenporary job sites. Oh, |
actually have a question about two jargon terns, "base hot
| ab" and "scan in van."

MR. LYNCH. Those are all but --

CHAI RMAN SIEGEL: Is "hot lab" really the termwe
want to be using in a regulatory docunent?

MEMBER WAGNER: Why don't we take out the word
"hot"?

MR. CAMPER: Yes, | can see your point. You nean
as in "base hot lab"? That's comon nonencl ature.

CHAI RMAN SI EGEL: As in "base hot |ab."

VEMBER WAGNER: Yes. | know, but that -- | know

CHAI RMAN SIEGEL: | nean, it's an inflanmtory
wor d.

MEMBER WAGNER: Real ly, | agree.

CHAI RVMAN SI EGEL: No pun intended.

MS. TAYLOR: \What's the other lingo out there?

MEMBER WAGNER: Base | aboratory.

MS. TAYLOR: Base | aboratory?

MR. CAMPER: Well, is it a base
radi opharmaceuti cal | aboratory?

CHAI RMAN SI EGEL: That woul d be okay.
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Let's do that.

MEMBER WAGNER:

CHAI RMAN SI EGEL:

that, make it "l aboratory,"”

j argon.

MEMBER WAGNER:

CHAI RMAN SI EGEL:

word. "Hot" inplies --

MEMBER WAGNER:

CHAI RMAN SI EGEL:

That

And then if you're going to do

woul d be fine.

i nstead of "lab," which is al so

Yes,

]

| agr

right.

ust think a non-pejorative

ee.

by in these formal

regul ations that we're naking a judgnment about them

MR. LYNCH

not a regul ation.

service" we're tal king about

a gui de,

This is a regulatory guide. This is

MEMBER WAGNER:

MR. LYNCH

Still

It's neant to speak to the --

MEMBER WAGNER:

CHAI RMAN SI EGEL:

MR. CAMPER:

an i nflammtory manner.

hot

Sur e.

And then this "Jack in the box

But the point, though, even if it's

CHAI RMAN SI EGEL:

MS. TAYLOR:

there's a way to describe what it is and not do it

You could --

Politically correct; right?

CHAI RMAN SI EGEL:

| ab” while you' re at

it,

too;

have "hi ghly dangerous base

right?

in
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MEMBER WAGNER: We have t hose. We have different

MR. CAMPER: And by definition it is a
radi opharmaceuti cal | aboratory.

MEMBER WAGNER: Ri ght, right.

MR. CAMPER: It is based in nature. So that's
the kind of thing.

CHAI RMAN SI EGEL: "Scan in van service," is there
a better way to describe?

MR. CAMPER: "Scan in van"?

MEMBER WAGNER: You could put it -- well, I think
that's a termthat's used --

CHAI RMAN SI EGEL: Mbbile imaging service or --

MEMBER WAGNER: No.

MR. LYNCH: Well, see, it's not --

CHAI RMAN SI EGEL: "Scan in van" is such jargon

MR. LYNCH: It is a --

CHAI RVAN SI EGEL: It's Jack in the box. It's
right at that |evel.

MR. LYNCH: Yes. We didn't like that either.

MS. TAYLOR: Well, maybe we could just say
"Indicate if only imging service will be provided with" --

MEMBER WAGNER: Why don't we just say "in-van
i magi ng service"?

MR. CAMPER: "In-van imagi ng," yes.
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MS. TAYLOR: ©Oh, that's good.

CHAI RMAN SI EGEL: Bl ess your heart, Doctor. So

| eave the hyphen with the word "in-van."

MEMBER WAGNER: "I n-van inmagi ng."

CHAI RMAN SI EGEL: "In-van imagi ng service."
Thank you.

MR. CAMPER: Texas is heard from

(Laughter.)

CHAI RMAN SI EGEL: You can have "i magi ng
non-service." |1'mnot going to |l et you escape on that one.

MS. TAYLOR: I'mglad I didn't have anything to
do with that one.

CHAI RMAN SI EGEL: Ckay. Good.

MEMBER WAGNER: It will have to be changed
t hroughout the docunent, too.

MS. TAYLOR: Yes. I'mglad for the REPLACE
feature.

MR. CAMPER: |'m show ng about 9 after 10:00. Do
you want to break at about --

CHAI RMAN SI EGEL: Yes, | do.

MR. CAMPER: -- 10:15 or sonething or do you want
to break now or --

CHAI RVAN SI EGEL:  Yes. Let's do it.

MR. CAMPER: You want to go now?

CHAI RMAN SI EGEL:  Yes.
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1 MR. CAMPER: All right. This is a break.

2 (Wher eupon, the foregoing matter went off the

3 record at 10:05 a.m and went back on the record
4 at 10:32 a.m)

5 CHAI RVAN SI EGEL: We are on tenporary job sites.
6 Are we okay? | didn't have anything there other than the

7 "scan-in-van" jargon.

8 MR. WAGNER: | guess we were on page 9 and 10.

9 M. TAYLOR  Right.

10 MR. WAGNER: Tenporary job sites, okay.

11 CHAI RMAN SI EGEL: Was there anything substantive

12 on either of those?
13 MR. LYNCH: If you will note, in here we bring up

14 the paragraph about 1301 again, 20.1301, Item 3.

15 MR. WAGNER: Ri ght.

16 MR. LYNCH. Again, we're just trying to be --
17 CHAI RMAN SI EGEL: Reenphasi ze.

18 MR. LYNCH: Reenphasi ze.

19 CHAI RVAN SI EGEL: Well, nmaybe you ought to just

20 add a simlar parallel phrase.

21 MR. LYNCH. Well, we are saying it's outside the
22 van.
23 MR. WAGNER: Why in the world don't you just take

24 this and put it at the begi nning?

25 MS. TAYLOR: Because - -
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MR. WAGNER: Just put it at the beginning.

MR. LYNCH. Well, the point is we could not
include it at all, if that's the desire.

CHAI RMAN SIEGEL: Well, | don't mnd seeing it
reenphasi zed.

MR. WAGNER: It's a mnor point. [It's not
i nport ant .

MS. TAYLOR: Oh, you're saying at the very, very
begi nni ng?

MR. WAGNER: It doesn't matter

MS. TAYLOR: Chances are, that m ght be addressed
in the body of 10.8 already. |'m not sure, and these are
specific things --

MR. WAGNER: Just reenphasis. That's fine.

MS. TAYLOR: Yes.

MR. WAGNER: That's fine. |It's not a problem

MR. CAMPER: | had the same concern here that
" ve expressed several times before, and it's this 35.29(c)
i ssue, if they are doing the same services, so forth and so
on. It may be that we'll cover that sonmewhere up front, as
sort of general adm nistrative gui dance.

MR. WAGNER: | have a | ot of problenms on page 10,
Nunmber 4. Did | interrupt you there?

CHAI RMAN SI EGEL: That's what Larry is talking

about, yes.
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MR. CAMPER: Al so, back on page 9, though, the

sentence where it says "Indicate if 'scan-in-van' services
w ||l be provided. Note that your service may not be

considered licensed activities if you are only providing

services for scanning patients.” W could say that nore
clearly.

MR. WAGNER: Imaging. Well, | guess you want to
say scanning, imging or -- | guess it could be nore than just
I magi ng.

MR. CAMPER: Well, it may not be considered
licensed. It may not be considered licensed activities, if

you are only providing... --

MS. TAYLOR: Well, and then we go on to say, "In
Situations where radioactive material is not handled by the
nobi | e medi cal service an NRC |icense may not be required."”
I nstead of saying handl ed, we may want to say possessed and
used.

MR. CAMPER: Yes. W need to be a little nore
explicit about what we are getting up there.

CHAI RVAN SI EGEL: Sone sort of clarification on
that. | don't know exactly the words, but --

MR. WAGNER: Although I can't imagi ne that being
t he case, because they would have to have -- They woul d have
to have a Cobalt 57 flood source. They have to do sone kind

of --
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MR. CAMPER: We don't regulate it.

MS. TAYLOR: We don't regulate that, but there
are probably other sources they would need also. Do we have
anyone |ike this? The other thing is, if they go to the
facility with their van in which they could use those sources
under their supervision and do all their QA -- So they
woul dn't have to possess the sources.

MR. WAGNER: Yes, they could do that. |[If they
just have the canmera or they have a thyroid uptake probe or
they have -- It just doesn't have to be imaging either.
That's the other caveat here, is that it doesn't have to be
just imaging. It could be quantitative studies.

MS. TAYLOR  That's true.

MR. WAGNER: You could have quantitative studies.
It isn't just limted to inaging.

CHAI RMAN SI EGEL: Do we know if anybody is doing
that, if people are transporting any. Thyroid uptake probes
are sufficiently inexpensive that, if you really want to
provide this service, it's not that big a deal for the
hospital to do it, unless it's a matter of not wanting to have
a license at all. Ckay.

So are we aware that scan-in-van exists with no
i censes of any sort, sinply transporting canera fromsite to
site?

MS. TAYLOR: Well, I'"'mthinking it must, because
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this is informati on that came fromthe current policy guidance
directive that's being used with this year's --

CHAI RMAN SI EGEL: Well, I'm sure scan-in-van
exi sts. The question is whether it exists unlicensed, because
the nmobil e service never actually has anything other than a
radi oactive patient who wal ks into the van.

MR. CAMPER: Let's say -- That's an interesting
guestion for sort of a different reason. Let's say soneone
was very astute, who really understood the regulation, and
t hey recogni zed they could do that absent the license. W
woul dn't know it unless the |licensee, the hospital, had
i ndicated in their application sonewhere that patients were
bei ng scanned on this van and that they wanted to i nform us,
you know, that this was another place of use, not within the
boundary of the building but otherwi se. W nm ght not
literally know it.

CHAI RMAN SI EGEL: Well, no, you m ght know about
it, though, because soneone who is doing it m ght be clever
enough to pick up the phone and say, this is what |'m pl anning
on doing, and | want to nmke sure that you all don't see any
problenms with it.

MR. CAMPER: Right, or he nmi ght be very clever
and decide he didn't --

CHAI RMAN SI EGEL: They mi ght be exceedi ngly cover

and say, the hell with you, I don't have to have it. Ckay.
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MR. WAGNER: On Item Nunber 4 --

CHAl RMAN SI EGEL: Are we on page 10 again?

MR. WAGNER: Yes. |Is the intent of this rule to
say that the client is responsible for the radioactive
materials on their site or does it really mean that the client
is responsible for radiation safety on the nobile van itself,
in addition to the nobil e people being responsible for what's
going on in the nobile van?

MR. CAMPER: Well, it's saying -- If you go back
to 35.29(c), it's saying that the institution, the hospital,
i's responsi ble for assuring that services are conducted in
accordance with the regulations in this chapter while the
nobi | e nedical service is under the client's direction. In
ot her words --

CHAI RMAN SIEGEL: It's setting up a hierarchy,
really.

MR. CAMPER: It's saying that you're going to
ensure -- you're the hospital, and you're going to ensure that
the regulatory conditions are met while that van service is at
your facility providing those services.

MR. WAGNER: So, basically, what it's saying is,
if I as the hospital -- If | go in and |I say, okay, you people
are here to do this scanning, but | have to nmake sure you're
doing this in conpliance with the regul ati ons, what are you

doing. \What are your practices? Do | have to verify that
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they're going to be doing things appropriately? Do | have to
go down there and inspect them \What do | have to do, because
they're the ones that have been doing this all the tine.
Presumabl y, they have a license.

CHAl RMAN SI EGEL: Well, that's exactly what it
nmeans, because this is -- The nobile service is functioning as
an i ndependent contractor providing service to a licensed
institution. Therefore, the institution's managenent has the
ultimate responsibility for the licensed activity.

Actual ly, even though I can think of objections
froma purely business point of view, | think froma safety
point of view, this is a better hierarchical structure. It
puts the ultimte responsibility on sort of the bigger
organi zation, what would generally be the bigger organization,
what woul d generally be the organi zation with a broader set of
overall responsibilities, deeper pockets perhaps.

MR. LYNCH. If you look at 35.25, which the
hospital would be required to follow, it says periodically
revi ew t he supervised individuals, use of byproduct materials
and the records kept of that use. So that regulation is going
to require sone --

MS. TAYLOR: Well, that's true.

MR. CAMPER: The answer to your question from a
practical standpoint is that, yes, they are going to have to

go out there and keep an eye on what's being done. They're
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going to have to nonitor it. They're going to have to take a
| ook and see if appropriate records are being kept, so forth
and so on.

CHAI RMAN SI EGEL: Now again, is this a big
problen? Are there |ots of these arrangenents?

MR. CAMPER: Well, let me just put it this way.

CHAI RMAN SI EGEL: \Where both have |icenses?

MR. CAMPER: W just had -- The answer is, no,
there are not lots, but we just had an exenption request from
a nobile nmedical imaging situation. They requested an
exemption to 35.29(c), and their rationale for it was that we
are offering this as a business service; we want to and intend
to control all aspects of the radiation safety program
associated with this service, all aspects of its use, and we
don't want to be in a situation where we find ourselves either
in conflict with the nmedical institution which we're providing
service or an absence of an adequate |evel of service or
support or nonitoring by that |icensee. W want to contro

it. We want to oversee it.

MR. WAGNER: | agree totally with that.

MR. CAMPER: And we granted an exenpti on.

MR. WAGNER: Ckay. They granted the exenption?
MR. CAMPER: Yes.

MR. WAGNER: To ne, that would be a sensible way

to do it.
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MR. TAYLOR: | haven't been to OGC yet.

MR. CAMPER: We intend to grant the exenption.
' m sorry.

CHAI RMAN SI EGEL: Why does that medica
institution have a |icense?

MR. CAMPER: Because they either have
historically wanted to use material. Again, let's take 35.200
as an exanple. They have wanted to do that for whatever
reason. They may still have a license, but have decided to
use the services of a nobile service, because maybe it's
cheaper or maybe their operating paranmeters have changed. |
don't know.

MR. TAYLOR: They may not have a user.

MR. CAMPER: They may not have a user, but they
want to keep being able to i mage patients, but the question
that it raises in ny mnd --

CHAI RMAN SIEGEL: But if they don't have a user,
they don't have a license.

MS. TAYLOR: Well, they still need it.

MR. CAMPER: They could still have a license.
They could be --

CHAI RVAN SI EGEL: Well, it can't be an active
| i cense.

MR. CAMPER: That's right. They're in a stage of

flux. They still have a license, though, by definition, but
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getting back to the point you were raising, the thing that I'm
struck by as | was |ooking at all this, you know, the question
is, Iif you're going to issue a license to a nobile nedica
service -- W have historically sort of had this -- If one
reads these regul ations, you get this parent/child feeling --
right? The nedical institution is the parent. The nobile is
t he child.

| guess the question you have to ask yourself is,
if you assune that in 1995 nobile nedical imaging is changing,
provi sion of service are changing and so forth and so on, is
it appropriate, is it necessary for us to place the sane |evel
of responsibility and burden on a nobile nedical imaging
service that we expect of an institution with regards to
radi ati on safety and control and use of materials and so
forth?

That's sonmething | think we need to explore, as
we revise Part 35. Obviously, that would require a rule
change, but it's sonething we need to ask ourselves as we | ook
at it.

MR. WAGNER: | nean, | can see this going both
ways. | can see where a small service conpany would cone in,
and they would want the radi ation safety services of the
| arger institution when they get on their site. | nean, | can
see where they would want that, because they are a snal

conpany, and they don't have the depth to manage sone things
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or the other situation is where they want to be independent of
t he person because of this very problem

This could be a terrible conflict.

MR. CAMPER: Well, sure it could. Let's imagine
that you're -- Let's say you're a very sophisticated physici st
and in a very sophisticated position. You and Barry decide to
perform you know, nmobile imging. Now you are both very
consci enti ous.

You understand radi ation safety, understand the
regul ations, but now you're going to go provide your services
to a hospital in a very small conmmunity in a very outlying
area that's not terribly sophisticated when it cones to
radi ati on safety.

MR. WAGNER: But they got a |license.

MR. CAMPER: But they got a |license. You may
wel |l want to control and be able to nonitor all aspects of
radi ati on safety.

MR. LYNCH: | think in nost cases, the nobile
service does follow all the way through.

MR. CAMPER: Yes, | think you're right.

MR. LYNCH:. But if they are comng into your
institution, do you want to have any control over thenf

CHAI RMAN SI EGEL: Sure you do. OF course.
woul d.

MR. WAGNER: |If they are com ng into ny
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institution, that's one thing. |If they are providing services
within their van, and it's confined to the use inside their
van, that's another issue. As soon as the patients wal k out
of there, 1'lIl take responsibility for them although |I don't
have any | egal requirement to do that, because they are al

di agnostic patients; but | expect themto manage the things

I nside their van.

If I goin there and try to tell themthey're not
doing sonmething right, and they are doing the services and
they are in conflict with ne, | can see where that creates a
probl em

CHAI RMAN SI EGEL: Well, we're stuck with this
ri ght now.

MR. WAGNER:  Yes.

CHAI RVAN SI EGEL: We're stuck with this Part 35.
We're stuck with it right now.

MR. WAGNER: Yes, we're stuck with it, but I
think that's the reasonable way of dealing with it, is asking
them for the information and then nmaking the decision based
upon the individual request. So | don't see any problem

MR. CAMPER: Well, and at this point, | nean, the
best we can do is get a clear delineation of the arrangenent.

MR. WAGNER: Yes, right.

MR. CAMPER: \Who's doi ng what.

MR. WAGNER:  Ri ght.
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CHAI RMAN SI EGEL: The sinplest solution to this

problem for a small medical institution that uses a nobile
service is to get rid of its license and not have a |icense.
Ri ght? Then the nobile service is responsible for the entire
service.

MR. CAMPER: Yes, and again it would not surprise
me if we see that happen. There's two novenents that | sense
going on. One is | see a consolidation of |icenses anong
smal | entities that have sonme corporate arrangenent. Possibly
sonme nucl ear nedicine departnent is closing, using a nore
central l|ocation, and |I also see nobile services as energing.

MR. LYNCH: Then there's a fee issue.

MR. CAMPER: Right.

CHAl RMAN SI EGEL: Okay. Page 11, transport of
radi oactive material and purpose. |In the m ddle of that
paragraph it says, "Transportation of generators is not
aut hori zed by 35.80, other than for base hot |ab |ocations."”

MS. TAYLOR: We mi ssed that.

CHAl RMAN SI EGEL: That's not English, is it?

MS. TAYLOR: No. We nust have had two thoughts
going and didn't fix that. W just need to say transportation
generators is not authorized, period.

CHAI RMAN SI EGEL: Because a base hot | ab,
presumably, is not nobile, is it?

MR. WAGNER: Coul d be.
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MS. TAYLOR: Could be, but normally they still

woul dn't be able to transport generators --

CHAl RMAN SI EGEL: But then you still can't
transport it. Okay. | got it. Fine. | didn't have anything
el se in that paragraph. Yes, this next thing, 35.25. Tell ne
alittle bit about how you guys are handling 35.25 these days.
Bring nme up to date.

To ne, 35.25 is the full enploynent regulation
for NRC i nspectors into the next century, because 35.25
theoretically can be taken to extrene limts and, in fact,
anything that is sort of off base in a radiation safety
program coul d be interpreted as a violation of 35.25. Don't
you agree?

MR. CAMPER: Well, | look at it alittle
different than you. | don't quite look it as the NRC full
enpl oyment thing, and the reason | don't is because the truth
of the matter is | think that the degree to which we are
scrutinizing supervision today is fairly | ax.

CHAl RMAN SI EGEL: Well, that's why | asked the
questi on.

MR. CAMPER: What | nean is this. Let me tell
you what sets this up, and this is part of an even bigger
I ssue that we've, you know, talked about a little bit, you and
I, and we talked a little bit about within the ACMJ itself.

That's this whol e question of what is the role of
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the authorized user in 1995? The way Part 35 is structured
today, if you go back and | ook at the supervision issue over
time, you'll find that there was a tine when supervision had
specifications associated with it, |ike being physically
present or available within one hour or 15 m nutes. Sone
states, by the way, require that today, but in 1987 we

rel axed, if you will, the term supervision.

VWhat the Statenents of Consideration basically
says is that we don't -- we renove the physical requirenent,
the availability requirenment, within sone defined period of
time, because -- because of the various nedical practice
statutes within the various states and so forth and so on, and
differences in institutions and what goes on in institutions,
that the physician is in the best position to determ ne the
degree of supervision that is warranted in their setting.

Now from a regul ator's standpoint, from our
standpoint, that really causes a significant problemfor our
I nspectors, because what it translates into is that our
i nspectors really don't becone overly concerned about
supervi sion issues from authorized user's standpoint until you
get into situations |ike places where the doc flies in once a
week, but in the meantinme while he's not there, injections are
occurring. Scanning isS going on.

Sonetines that raises problens as to whether or

not adequate supervision is taking place, but as you know, --
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| mean supervision, you can put in place a nmechanism a system
for instruction and nonitoring. You don't necessarily have to
do it yourself. You as a physician can nmake sure that your
chi ef technol ogist is properly supervising and nonitoring and

i nstructing, and then you're nonitoring how that's going on.

So it's very wide open today, and one of the
things 1'd like to see us do when we revise Part 35 is take a
close | ook at what shoul d supervision be today. What's the
role of the authorized user today?

| would argue that the authorized user in 1995 is
not the same thing as it was in 1965 or 1975. You know, back
in those days, and you know very well yourself, the AUs were
in there working with the technol ogists closely, hand in hand.
You were devel opi ng radi opharmaceuticals, new procedures.

You know, has the nodality matured today to a
poi nt where physicians who just want to use materials in the
course of the practice of nedicine -- are these AUs |ike we
had classically known them and if they are or they are not,
what's the appropriate |evel of supervision?

So supervision is not sonething that gets dinged
too often in violation space. Probably the nost striking
example is where -- when the QM rul e cane al ong and peopl e
weren't instructed in the quality managenent rule, and that
becanme a viol ation associated with 35.25(a)(1), failure to

instruct in QM rule.
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MR. LYNCH: O extreme situations.

MR. CAMPER. O extrene situations where it
becomes clear to us that supervision is not occurring.
Technol ogi sts have not been instructed. Then you get into
supervision violations, but they' re usually pretty striking
cases, actually.

CHAI RMAN SIEGEL: Is there an appendix in 10.8
t hat gi ves exanpl es of 35.25((a)(3), that periodically review
t he supervised individual's use of byproduct material and the
records kept to reflect this use? |'ve always been troubled
by not quite know ng exactly what the right paper trail is for
t hat paragraph.

MR. CAMPER: No, there's not such an appendi x.

You know, there's appendices in there to describe the various
records that need to be kept. You get exanples of the kinds
of records you should be keeping.

MR. LYNCH. Training. Training is described, how
often it should occur.

MR. LYNCH: Training.

CHAI RMAN SIEGEL: The training is in there.

MR. CAMPER: Let ne tell you, the best
description, | think, that you would find would not be in Reg.
Guide 10.8. It would be in the recent Reg. Guide on
managenent of radiation safety progranms in nmedical facilities.

We talk a lot in there about review ng supervised
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i ndi viduals, review ng the records and that type thing.

MS. TAYLOR: The NUREG?

MR. CAMPER: The NUREG, NUREG 1560, but not as an
appendi x in 10.8. No.

CHAl RMAN SI EGEL:  Ckay.

MR. WAGNER: The bi ggest problemw th a |ot of
these guidelines is the fact that, although these are
gui del i nes about what the person should submt, they aren't
gui delines as to what would be adequate. The reason is
because you're going to run into such variabilities that you
don't really know what's adequate until you see what they're
doi ng and then try to assess whether or not what they're doing
is adequate for the situation they have.

MR. CAMPER: That's a good point, and al so even
before that, if you take a performance nentality approach --
You know, you really want to have sone fairly general concepts
and gui del i nes about supervision, because in theory the user
or the radiation safety officer is in the best position to
reach that |evel of performance for their institution.

So you don't want to intrude too much.

MR. WAGNER: That's right.

CHAI RMAN SI EGEL: Then this next page gets us to
the point where | think you may be intruding too nuch. How
did you decide that --

MR. WAGNER: \When you indicate the next page,
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what page?

CHAI RMAN SI EGEL: Twel ve.

MR. CAMPER: Let ne -- Can | insert a thought
her e?

CHAI RMAN SI EGEL: The authorized user at | east
once every 30 days.

MR. CAMPER: Let nme nake a conment on page 11
before you do that, if |I may, Barry. Wen you get into a
di scussion of Item 8, "Individuals Responsible for the
Radi ation Safety Program "™ we then nove into a discussion of
supervi si on.

There is a | ot nore about the individual
responsi ble for a radiation safety programthan only the
supervision. There's probably a lot nore things that we
shoul d be saying about it.

MS. TAYLOR: The intent was you only bring in
specific things into these nodul es that are specific to this
type of nodality. The rest of it's covered in the main body
of 10.8. So that is in 10.8, and then they are directed --
That woul d apply to all uses of byproduct material in the
medi cal users, and then we are supposed to address specific
things in this guideline, instead of reiterating everything
that's in the body of 10.8 into this -- each nodul e.

So the purpose of this nodule is just specific to

nobile medical. There is a |ot nore, but they are told up
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front at the very beginning. There's a paragraph. There are
ot her things that apply.

MR. CAMPER: Yes, you're right.

MS. TAYLOR: And you should refer to that and
address those issues al so.

MR. CAMPER: \Where are we telling themthat?
TAYLOR: At the very beginning.
CAMPER: \What do we say?
TAYLOR: On page 1.

WAGNER: Yes.

» 3 » 3 O

TAYLOR: If you look at the first paragraph.

MR. WAGNER: I n addition to the nore general
items identified.

MR. CAMPER: Well, the only thing | would say,
t hough, is it mght be worth a sentence or two in here,
specifically drawing their attention to those key itens. |
mean, the responsibility for the radiation safety programis a
bi g deal, obviously, and it m ght not be a bad idea to ponder
putting in just a sentence or two in there that woul d draw
their attention to specific parts that they need to consider
with regard --

MS. TAYLOR: Then | think we need to do that for
all the other itens, too, then; because all of these itens do
not go into all the information needed for each of those

specific -- There's a |lot nore under radi oactive material and
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pur pose. There's a |ot nore --

CHAI RMAN SI EGEL: Well, except the only argunent
in favor of what Larry is saying or an argunent in favor of
what Larry is saying is that, because of the physically

distributed |locations of use in a nmobile service, the

i ndi vi dual responsible for the radiation safety programhas to

be able to get around.

So if you are going to institutions that have
their own |licenses, then it's the |local radiation safety
officers who are going to take the responsibility. |If you're

going to places that don't have licenses, there has to be a

nobi | e medi cal service radiation safety officer equival ent who

takes over all responsibility, and we need to know sonet hi ng
about what it is that individual does to evaluate safe
radi ati on practices, both through supervision and through
ot her things, the necessary environnental nonitoring and
things of that nature at each site of use.

So I think the nobile service does point out a
need for that.

MS. TAYLOR: So what kind of sentence are you
| ooking for?

MR. WAGNER: It seens to nme |ike what you want to
poi nt out what's specific. You want to bring to their
attention that in addressing the nore generalized itens of

regul atory guide 10.8 that the applicant nmust keep in m nd
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those issues that are particular to this nobile programin
addressi ng those radi ati on safety needs.

MR. CAMPER:. For exanpl e.

MR. WAGNER: For exanpl e.

MR. CAMPER: Very articul ate.

MR. WAGNER: So it's just a matter that you're

just calling the attention to it, calling their attention to

the fact that they have to specifically design their responses

to 10.8 around their nobile --

CHAl RMAN SI EGEL: Do you have regular old 10.8

t here?

MR. WAGNER: -- situation.

MS. TAYLOR:  No.

CHAI RMAN SI EGEL: Does anybody have it?

MR. CAMPER: Just one nore quick thing, since
we're back on page 1. | want to nention as an editorial

comment, we're referring to Reg. Guide 10.8 revision 3. So
this will be the next revision?

M5. TAYLOR: We're working with revision 2, and
this revision will be revision 3 Reg. Guide 10.8.

MR. CAMPER: These nodules will go into the
exi sting Reg. Guide.

MS. TAYLOR: But they're nodifying that, too, and
it will be revision 3.

MR. CAMPER: Right. That's what |'m saying.
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Currently, it's revision 2 is what exists. Right? GCkay.

CHAI RMAN SI EGEL: Okay. Nex

get to this every 30 day thing?

MS. TAYLOR:

H

story, | gues

CHAI RMAN SI EGEL: But where?

regul atory basis for that?

soneone is doing --

MS. TAYLOR:

when this thing was first i

MR. WAGNER:

In sone small situations,

Hel p ne out

t page. How do you

S.
VWhat's t he

her e. | nmean, if

think that was probably policy

ssued.

Thirty days rolls around real quick.

CHAl RMAN SI EGEL: | nean, |

30 days rolls around real quick.

can thi nk of

circunstances of very limted use where once a year is

probably too frequent.

MR. WAGNER:

An

d other circunstances where once a

week is not frequent enough.

MS. TAYLOR: We're asking themto indicate a

frequency, and we can evaluate that on the scope of the

program at the tine.

MR, WAGNER:

t hi nk what yo

u should do is you

should tell themthat the frequency of the supervision nust

consistent with the volune and type of practice, and that's

be

what it should be, and that they should have the rationale for

saying what the tinme interval should be;

specify a time interva

f or

t hensel ves.

but they shoul d
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MR. CAMPER: Yes. | think that's a good

suggesti on.
MS. TAYLOR: | like that.

MR. LYNCH: And I think we're trying to provide

license reviewers with a little better -- what would be --
MR. WAGNER: | think that's very fine, because
now it will have to be spelled out by the user what he's going

to do. So he has to neet what he says he's going to do, and
it has to be approved.

CHAI RMAN SIEGEL: If you inmagine a van that's
traveling around and they're doing bone scans, |iver scans,
and gated bl ood pool studies in the van, and that's all they
do, what are you going to |look at every 30 days to find out
whet her they're doing it right?

MR. LYNCH: It's the sane old stuff.

MR. CAMPER: Well, let nme be the devil's
advocate. Barry, let ne be the devil's advocate for you. |
under st and what you're saying when you say it's only nucl ear
nmedi ci ne, so forth and so on, but imagine a scenario, if you
will, where the van is going out and about. You have a driver
and a technol ogi st on board.

The technologist will decide to do things |ike
soup up the doses, get the scans done quicker, which has
happened even in institutional settings, would decide that, as

has happened even in institutional settings, |ook, all these
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records every day, these daily surveys and so forth and so on
-- this is nonsense. This is small mass material. These are
| ow exposure levels, and I'"mjust not going to do it, and |'I|
come back in later on and kind of fill it in.

These t hings happen, unfortunately. Now --

CHAI RMAN SI EGEL: But | don't think that nobile
Is any different with respect to that.

MR. CAMPER: Well, it's only different in the
sense that the technologist is yet one nore step renoved
physically fromthe presence of the authorized user. | nean,
ina--

CHAI RMAN SI EGEL: Unl ess the authorized user is a
radi ol ogist right there in the hospital who is readi ng those
scans as they are com ng off the machine.

MR. CAMPER: O unless that radiologist is also
wal ki ng through the van | ooking at the books fromtinme to
time. | mean, the point is that in a fixed setting, the
users, as you know, are noving about in the departnent. It's
much easier to | ook over and see what kinds of doses are being
assayed. Does the dose log look like it's right, and so
forth, look at the count rate on the canera, where is it.

If all that is occurring out sonewhere in a van,
the user is not in the van. [It's just the potential for that
to happen is greater, but again that doesn't necessarily inply

that it has to be every 30 days. |I'mjust saying, it's that
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ki nd of possible scenario that makes us wonder whet her or not
sone defined period of tine is not appropriate.

CHAl RMAN SI EGEL: | got the picture. All right.
| didn't have anything else bothering ne on page 12.

MR. WAGNER: Can | get back to that then? |
nmean, if that's the case, here you specified 30 days. |Is
there any gui dance that can be given to the user to say should
be reviewed over intervals not to exceed such and such, but
vari abl e according to the needs; and you wouldn't want to say
30 days, but | would disagree that once a year was enough.

CHAI RMAN SIEGEL: Onh, | didn't say that was
enough either.

MR. WAGNER: But | think six nonths m ght be.

MS. TAYLOR: Then we have no regul atory basis. |
mean, that was one of the comments that came out, was the 30
days. We have no regulatory basis for a frequency --

MR. CAMPER: Yes, this is a "should."

MS. TAYLOR: This was policy from previous TAR
fromthe past.

MR. WAGNER: But you can make a recommendation in
a guideline that -- to tell people that, if they're only going
to say they are going to supervise it once a year, you' re not
goi ng to consi der that adequate. You know, you can give an
upper limt, and | think my recommendati on would be not to

exceed six nmonths, but nust be -- but may be required to be
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| ess, depending on the use and what you're doing, the scope of
what you're doing, but it gives them some gui dance.

| mean, these are people who are going to be
writing these things, and Lord knows what they're --

MR. LYNCH. One of the things that we wanted to
do right in the Reg. Guide is wite the Reg. Guide with as
much information as we can put in, to make the |licensee very
cl ear on what we expect and what we will accept.

MR. WAGNER: Right. | think, if you just say
sonething, that it shouldn't exceed six nonths, but it may be
required to be | ess, depending on the scope and use of the
material, and that the user should nmake a specification as to
the intervals he feels nobst appropriate.

MR. LYNCH: |Is six nmonths too |ong?

MR. WAGNER: | don't know. That's very had to
say, depending on what -- | can see where six nmonths probably
i s adequat e.

M5. TAYLOR: If we say six nonths, everyone is

going to conme in and say six nonths, and then we can't argue
with it, if the program seens very huge and it seens |ike they
shoul d be | ooked at every quarter

MR. WAGNER: Well, you could give an exanpl e.
You coul d give exanples where in this situation an interval of
six nmonths m ght be required, but in another situation an

i nterval of 30 days may be required.
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You m ght be able to do that when you give your
exanmples. You're going to be making up exanples for this.
Right? 1Isn't that one of the things that we're going to be
doi ng | ater on, giving exampl es?

So in the |license exanples you could say that,
what the NRC woul d approve in this situation, this is a
reasonable tinme; in another situation, it's not. You m ght
not have to wite it here, but sonmewhere you got to have sone
gui dance as to what kind of tinmes you're going to require and
not require. | think some exanples would be worthwhile. It's
got to be variables, and their judgnent isn't going to be the
sanme as your judgnment.

CHAI RMAN SI EGEL: The ot her question -- Actually,
while we're on this, it says the authorized user should review
t he supervised use. That's actually not what 35 says.
Thirty-five says, "The licensee shall..."

MR. CAMPER: Well, | was just pondering the sane
t hi ng, because what if you have a situation where you have a
commercial entity and your AU functions as a contract enpl oyee
of the comrercial nobile |lab for purposes of imge
i nterpretation?

Now the licensee is the nobile entity.

CHAI RMAN SI EGEL: There has to be a prescribing
physi ci an sonewhere in the | oop, does there not? There has to

be sonmeone who wote the procedure manual. There has to be an
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inplicit prescription to give the drug for the practice of
medi cine in the state.

MS. TAYLOR: But that could be at the client
hospital where they are just comng in and --

CHAI RMAN SI EGEL: That's correct. | really think
it's the licensee. Let's say that the way you' ve got --

You' ve got a nobile nmedical service that doesn't have any
physicians in its enploy, but has a terrific health physici st
who runs the program

MR. CAMPER: Right. Exactly.

CHAI RMAN SI EGEL: And that's actually the
preferred person to be review ng the use, rather than the
radi ol ogi st, who couldn't care less. All he wants to do is
| ook at the pictures.

MR. CAMPER  Right .

MS. TAYLOR: So throughout Item 8, change that to

i censee.

CHAI RMAN SIEGEL: It wouldn't be a pathol ogi st
who becanme a nucl ear nedicine physician -- a radiol ogi st.
Okay.

MR. WAGNER: So it's going to say that the
i censee should review the supervised individuals' use of
byproduct material on a periodic basis, depending upon the
scope and use of --

CHAI RMAN SI EGEL: Well, does a nobile service
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have a radi ation safety officer?

MR. CAMPER: A radiation safety officer is
desi gnat ed, yes.

CHAI RMAN SI EGEL: So then, really, up above
shouldn't we indicate the frequency with which the RSO or AU?

MR. CAMPER: Well, licensee is a better term
because the |icensee can be the users.

CHAI RVAN SI EGEL: But that doesn't work for the
previ ous sentence. "Indicate the frequency with which the
licensee is physically present..."

MR. CAMPER. O the licensee's representative.

M5. TAYLOR: Well, we're going to be changing
this whole thing. That will fix itself out.

MR. CAMPER: The |icensee's representative is
physi cal |y present.

CHAI RMAN SI EGEL: Okay, got it.

MR. WAGNER Then the theory is that it will be
consistent with the scope of use radioactive material, and
then maybe within the exanples that you give sonmewhere, they
can go back and see the exanples for exanples of periodicity.

CHAl RMAN SI EGEL: Boy, is this conplicated.

Rem nd nme never to open --

MR. WAGNER Yes, these things -- well, they have

sone very sticky, very sticky kinds of issues that you an get

involved in with crossing state lines as one of them we
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haven't even addressed yet.

CHAI RMAN SI EGEL: Right. Okay. Anything else on
page 12? Protected fromthe elenments, up to and incl uding
what ?

MS. TAYLOR: Apparently, soneone in --

CHAI RMAN SI EGEL: G ven the fact that we know
that tornadoes are attracted to nobile units of all sorts,
it's a well known fact. So how do we think that a nobile
nucl ear nedi cine van can be protected froma tornado?

MS. TAYLOR: Magic. Well, this canme about from
tal king to sonmeone in Region 2, who apparently had experience
with a licensee that had a garage that was pretty rundown, and
it really wasn't very secure and what have you. So -- You
can't protect themfrom a tornado

CHAl RMAN SI EGEL: Doesn't say tornado. It says
hi gh wi nds.

MS. TAYLOR: Right. Okay.

CHAI RMAN SI EGEL: Tornado is a form of high w nd.
Ckay. That's fine. Page 13. On the third line of 10.2.1 and
10.3, "...and check all other transported equi pnment for proper
function before nedical use at each address of use..."

Al t hough that's good practice, it's not Part 35. Part 35
doesn't require me to make sure ny canmera is working. It's
good medi ci ne.

MR. WAGNER: \What do they nean, "all other
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transported equi pnent"? Do they want to make sure the toilet

flushes?

CHAI RMAN SI EGEL: Canera works, toilet flushes.

MR. CAMPER: The caneras, dose calibrators.

CHAI RMAN SI EGEL: No. Dose calibrators are
specifically required. "All other transported..." -- Although

| agree with you, you've gone a bridge too far in ternms of

what -- because the problemis -- and here's the problem

| put that in a |license, even though you don't have the right

to force nme to put it in a license, it just becane a |license
condi tion.

MR. LYNCH:. Well, see, that's what it says in
35(a).

CHAl RMAN SI EGEL: What ?

MR. LYNCH:. 35.80(b) says, "Check survey
i nstruments and dose calibrators, as described in 35.50 and
35.51, and check all other transported equi pnent for proper
function before nedical use at each address of use."

MR. WAGNER: \What does that nean, "all other
transported equi pment"?

CHAl RMAN SI EGEL: So you did that to --

MR. CAMPER: We have a regulatory basis. The
question is, why do we have the regul atory basis?

CHAI RMAN SI EGEL: Because you snuck it in, and

nobody caught it.
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MR. WAGNER: It would be --These are the kinds of

probl ens, though, that gets the users angry a lot of tines,
because it's so generalized.

CHAI RMAN SI EGEL: Right, but again the canmera has
to be checked.

MR. LYNCH. Well, it says for medical use. So
that rules out your toilet scenario.

CHAI RMAN SI EGEL: And you don't have to check the
spark plugs and carburetor in the van.

MR. CAMPER: That's an interesting point. |
mean, that would seemto get at the ganma canera.

CHAI RMAN SI EGEL: It sure does.

MR. CAMPER: But you know that we don't require
qual ity assurance, for exanple, on a ganmma canera.

CHAI RMAN SI EGEL: Well, froma practical, medica
point of view, it's logical that if you're noving gamm
cameras around, you want to check them before you use them
because road bunps are nore likely to do that, and that nmay
have been the way you snuck it in here.

MR. CAMPER: | think the |ogic was exactly that.

I think that there was assuned a higher probability of failure
of 1 magi ng caneras and so forth because of the transporting.
Therefore, this --

CHAI RMAN SIEGEL: But it would be interesting to

know how you have eval uated whether those checks that have
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been wwitten in licenses in the past are adequate.

MR. LYNCH

We woul d just ignore, basically,

gamma canera checks, even if a licensee --

CHAI RMAN SI EGEL: Even though you have the

regul atory authority to do it that you didn't know about until

| opened my big nouth.
MR. CAMPER:

for the record.

Let's adjust that TI. Just kidding,

CHAlI RMAN SI EGEL: That's fine.

MR. LYNCH
away fromit.

MR. CAMPER:

| think we have historically stayed

That's right.

CHAI RMAN SI EGEL: Well, though, it actually is

inportant. It's just good nedicine to not give a dose of

sonet hing until you're

able to take a picture.

MR. CAMPER:

MS. TAYLOR:
realize that.

MR. LYNCH

MR. CAMPER:
states, in nmany cases,

MR. LYNCH

MR. CAMPER:

not .

sure that the camera is going to be

We don't get into that.

That's interesting. | didn't

The st ates.

That's a good point. Now the
do have specific requirenents.
Right. In nost cases, | would say.

And they do inspect them but we do
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CHAI RMAN SIEGEL: This is a clear exanple of

Par ki nson's Law, but we're keeping busy here.

MS. TAYLOR: As a comment, | notice in 11.9 and
t here's one beforehand, sone of these things we've tal ked
about needi ng an exenption, | haven't actually quoted the
regulation in the exenption. So we'll put a generic, "this
will require an exenption from such and such, and you shoul d
submt it for whatever." This particular one is delivery to
t he van.

CHAI RMAN SI EGEL.: Ckay.

MR. WAGNER: It's interesting that it does say
all other transported equi pnent, but your second sentence
t here says, "Describe your procedures for taking survey
i nstrunents and the dose calibrator.” That, you specifically
want .

MS. TAYLOR: Yes, but we were just quoting 8ED,
and then we want to get into the stuff on the survey neter and
the dose calibrator.

MR. CAMPER: Yes, we're clearly focusing on the
first part of 8ED which draws you wth distinction to 35.50-
. 51.

CHAI RMAN SI EGEL: Interesting. Okay. Page 14.
| guess you're stuck with therapy not being permtted because
of current Part 35.

MR. CAMPER: That's right.
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CHAI RMAN SI EGEL: But you woul d grant an

exemption for therapy if confinenment was not required.

MS. TAYLOR Right.

CHAI RVAN SI EGEL: |Is that correct?

MR. CAMPER: Correct. Well, we would consider
such an application. W have not granted one yet.

CHAI RMAN SI EGEL: Because it's interesting that
you would allow -- This allows soneone to be given 10
mllicuries of 1-131 for whol e body imagi ng of thyroid
carcinoma for imaging in a van, but doesn't allow soneone to
get 10 mllicuries of 1-131 for treatnment of hyperthyroidism
which is a little bit silly, if you think about it; because
the radi ation safety considerations are identical.

MR. CAMPER: Yes. Currently, if you go back to
35.29(a), Barry, it says that the Conm ssion will |icense
nobi | e nucl ear nedicine service only in accordance with
subparts (d), (e) and (h). So that gives you (d), which is
35.100, (e) which is 35.200, and then (h) which is your --

CHAI RVAN SI EGEL: It's probably bone
densitonetry. 1|s that what that is?

MR. CAMPER: Yes.

CHAI RMAN SI EGEL: Which is no |longer an issue,
since everybody is using X-rays. Yes, that -- | nean, that's
sonething for a fix in Part 35 next time around. right?

MR. LYNCH. And we're trying to say that we would
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allow it, but should we go further than we've gone here?

CHAI RMAN SI EGEL: Well, | wouldn't necessarily
encourage applications. | think there nmany reasons why
getting treated by a nobile service is not the optinmal medical
arrangenment in that the foll owup arrangenents are not |ikely
to be real terrific.

MR. WAGNER: Screening for pregnancy.

CHAl RMAN SI EGEL: Yes. There's a |ot of good
reasons why it's not the best way to do it, but I think it
should be allowed, but --

MR. CAMPER: | have a question. |[|I'mreading
here. |'m wondering sonething. Torre, nmaybe you can help ne
out. (d), (e) and (h) -- (d) is uptake dilution and
excretion. (e) is unseal ed byproducts materials for imging
and localization. (f) is radiopharnmaceuticals for therapy.

CHAI RVAN SI EGEL: Correct.

MR. CAMPER: (f) is not cited under 35.29(a).

CHAI RVAN SI EGEL: Correct. It's excluded.

MS. TAYLOR: That's why they need an exenption.

MR. CAMPER: | understand. So are we clear that
that requires an exenption?

CHAI RMAN SI EGEL: Yes. Oh, yes. |In fact, the
first line on page 14 in that paragraph.

MR. CAMPER: So the idea is that, as we would

give it to them it would clearly require an exenption. Good.
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Good.

MR. LYNCH. But we wanted to point it out as, you
know, it is an exenption. W don't necessarily encourage it,
but we'll consider it.

MR. CAMPER: And the rationale is that it's --
Even though it's therapy, it's a releasable -- patient
rel easabl e anount. So we've chosen to draw the distinction to
that particular category there, as opposed to not considering
the other nore conplicated nmodalities at this point in tinme.

MR. LYNCH: Sonebody could conme with an exenption
request saying, | want to do CA therapy, 100 mllicuries --

CHAI RVAN SI EGEL: Which is when you're | ooking to
drive themaround in a truck for a week until --

MR. CAMPER: Now at sone point, we're going to
have to conme back with guidance, if we ever do nove toward
licensing, say, a nobile HDR. We'l|l have to cone back and
create a separate guidance. Mobile HDR has been |licensed by
the state of California.

CHAI RVAN SI EGEL: Page 15, the second paragraph.
When 35. 75 becones revised, you'll need to update that
| anguage.

MR. CAMPER: That's right. | had the same note.

MS. TAYLOR: When will that become final?

MR. CAMPER: Well, it has gone to the EDO this

week. It will be --
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MS. TAYLOR: So it will be final before this goes

out ?

MR. CAMPER: Yes, it could.

MR. WAGNER What is it going to say?

CHAI RVAN SI EGEL: Well, unless John has pulled a
fast one on me in the last 10 days, it's going to say that
exposure has to be |l ess than 500.

MR. CAMPER  Right.

CHAI RMAN SI EGEL: And that you have to instruct

people if it's nmore than 100. That's a sinple version of what

it says.
MR. CAMPER: Wth some particular instruction.
MR. WAGNER And not hi ng about quantities?
CHAI RMAN SI EGEL: Well, no -- Yes and no.
There's the 500 miIligrans as the sinple regulation, and then

there's the no-brainer regulatory gui de approach that says, if
you' re below this nunber, you an be assuned to be in
conpl i ance.

MR. CAMPER: But the |anguage in the rule itself
does not say 30 mllicuries. Dose driven.

CHAI RVAN SIEGEL: It's actually a little nore
than 30 mllicuries, the way it recalculates that, 36
mllicuries. Ckay.

MR. LYNCH: Back to 29.09.

CHAl RMAN SI EGEL: Yes, that will give you 36.5.
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No, actually, those will be |l ess of a problem now, because by
cal cul ation there's going to be 80 mllicurie adm nistrations
i n people --

MR. CAMPER:. Let ne ask a question here. | have
a note in the margin. Bottom of page 14 says, "If you wish to
perform radi oactive drug therapy procedures, you nust request
an exenption fromthis regulation and provide a detailed
expl anation as to why an exenption is needed. Such requests
will be reviewed on a case by case basis.”

What about | just want to do it for this purpose.
| want to provide that service. |Is that a reasonable
expl anation for granting an exenption to do up to 30
mllicuries of iodine therapy?

MR. LYNCH: Because |'mgoing to provide a
service to someone and make it nore convenient for them
provi de them the service?

MR. CAMPER: \What |'m saying is we've seen --

Obvi ously, we now know we're treating this category of therapy

CHAI RMAN SIEGEL: | don't think that's a probl em
| understand what you're saying, but since it requires an
exenmption, can you i mgine asking for an exenption and not
sayi ng why you want the exenption?

MR. CAMPER: | understand. What |'m saying is

that, let's say | cone in and | say in ny application | want
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to provide the service of up to 30 mllicuries of iodine
t herapy as a service.

MR. LYNCH:. To nmake nore noney.

MR. CAMPER: No, | want to -- Well, you wouldn't
say that. You would say, | want to nake this service
available to ny clients. |s that an acceptable reason for the
exenmption?

One gets the inpression fromreading this that,
you know, if you're going to seek an exenption, there has to
be a pretty good reason for doing it because of therapy
procedures, and is the availability of the service, in and of
Itself, an adequate reason? |'mnot saying it's not. |I'm
t hrowi ng out the question.

CHAI RMAN SI EGEL: G ven that nobile nucl ear
medi ci ne services generally provide services to the kind of
| ess sophisticated clients that you' ve been discussing, |
think that's a reasonable answer to the question.

On the other hand, if soneone says they want to
do nobil e nucl ear nedicine and want to provide it at hospitals
in the city of St. Louis, then -- | nmean, | can't imgine why
anybody would want to conpete with Washi ngton University and
St. Louis University to provide that service in the city,
because of all the hassle that goes with providing that
service, the quality managenment program the other rigmarole.

So | think -- I nmean, just say ny clients need
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this service; | want to provide the service. That will be an
accept abl e reason

MS. TAYLOR: And |'m sure the reason woul d be
it's rural areas, and they don't have access.

CHAI RMAN SI EGEL: | assune that the service in
St. Louis is not currently pursuing therapy, are they? |
don't care. | nean, seens |like everybody else in town has

st opped doing therapy, and I'mso tired of seeing every
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hyperthyroid patient in St. Louis, | could scream

MR. WAGNER: Regul atory guide -- Are we on page
167

CHAI RVAN SI EGEL: We are trying to get there,
yes.

MR. WAGNER:

"I'f you determ ne that

justification for this conclusion.”

ltem 2 on page 16,

bi oassays are not

| ast sent ence.

required,

Are there any other

provi de

gui del i nes the NRC can give people to give them guidelines as

to what justification wll

be required, what circunstances

t hey accept as being justification not to have to do a

bi oassay, anything nore specific somewhere?

MR. LYNCH

MR. WAGNER:
refer themto?

MR. CAMPER:

think for a m nute.

The Reg. Gui des.

Are there Reg. guides that you can

under st and your

guesti on.

Let

me
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MS. TAYLOR: It isn't only Reg. Guides per se.

There's been a couple of TARs we've been wor ki ng on.

MR. WAGNER: Well, there m ght be sonme guides in
sone ot her nodul es, because this only refers to nobile. There
m ght be guides in some other nodul es saying, if one is making
out their license, what would constitute a requirenment --

MR. CAMPER: An adequate justification.

MS. TAYLOR: Well, Sally's guide is pretty much
going to require it, because patients covered under her guide
are probably going to have to be hospitalized, and bi oassays
are required under 3.15(a)(8).

MR. WAGNER: See, | mean, if you're -- therein
lies the rub here. | nean, clearly, if you're going to have
patients who are going to require hospitalization, okay,
bi oassay i s probably going to be required. W're talking
about all diagnostic here.

MR. CAMPER: Yes. \When you're above 30, it gets
alittle sinpler, except when you doing capsules, there's sone
i nteresting discussions going on today.

MR. WAGNER: OF course, but I'mtrying to get you
to think about whether your guidelines -- what will you
accept, and what does a person really have to say here?

CHAI RVAN SI EGEL: But that's based on the
probability of exceeding X percent of the annual limted

i nt ake.
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MR. WAGNER: Correct.

CHAI RMAN SI EGEL: Isn't that what the Part 20
gui dance i s based on here?

MR. CAMPER: Yes. That's correct.

CHAI RVAN SI EGEL: Okay. So the way you do that,
and this is a health physicist calculation -- this is not
sonet hing you pull out of a table. As you |look at -- or maybe
it is, and | just don't know those Reg. Guides, but you | ook
at the total anount of 1-131 used and the nunber of people who
are going to be using it, and over what period of tine, and --

MR. WAGNER: Right. That's ny whol e point,

t hough, here.

CHAI RMAN SIEGEL: But that is literally the
calculation that is required as part of any |icense
application.

MR. WAGNER: | don't disagree with that. M only
point here is to tell the person what he's got to do. Here,
it's very general. It says, "If you determ ne that bioassays
are not required, provide justification..."

CHAI RMAN SI EGEL: Well, don't you think Reg.

Guide 8.20 tells you how to go about it?

MR. CAMPER: It does. It talks about activity
| evels, the formin which it exists, and it nmay be that --

CHAI RMAN SI EGEL: And 8.9 is even nore detail ed.

MR. CAMPER: Right, and you' re not exceeding
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those thresholds in terns of quantities or form as described
in those guides, then you can explain that you' re not doing
t hat .

MR. WAGNER: But you can tell the person. |
mean, if you determ ne that bioassays are not required -- All
" masking you to do is give the person who is going through
this thing, saying, how do | determ ne that, and go back to
here. Well, just be nore specific in the statenent.

MR. CAMPER: Okay. So clarification as to what
I's acceptabl e.

MR. WAGNER: Yes. |f you determ ne that
bi oassays are not required, as determ ned by whatever is in
t hose regul atory gui des, provide the information. You're
saying provide justification. |It's |like you're trying to
provi de sonet hing over and above what they've already done.

MS. TAYLOR: |I'mnot really sure what we can put
in there. There's so many variables as to why they could
determne it's not necessary. | nmean, we could just say,
pl ease descri be how you reached this conclusion, and nake it
sound a little | ess harsh.

MR. WAGNER: Yes. Yes, you could do that.

MR. CAMPER: You could do that. You know, how
you reached this conclusion; for exanple, a discussion of the
eval uati on.

MR. WAGNER:  Ri ght.
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MR. CAMPER: Yes, sonething |ike that.

MR. WAGNER: The way it's witten, it just tells

me - -
MR. CAMPER: It's harsh
MR. WAGNER: And | would sit there and struggle
with that, |'ve got to justify this now after |'ve gone

through all this. Just asking to clarify that.

MR. CAMPER: It can be made a little |ess
punitive.

MR. WAGNER: There you go. There you go.

CHAI RMAN SI EGEL: Okay, next up, energency
procedures. This is another one of these "should equals three
hours. " how did you get to that nunber?

MS5. TAYLOR: |'m sure OGC had a comrent on that,
too. We didn't get to incorporate all the OGC comrents,
because we didn't get them and she was commenting on the
basis for these nunbers.

MR. LYNCH. They didn't comment on that.

MS. TAYLOR: They didn't?

MR. LYNCH; No.

MS. TAYLOR: They did on the 30 days.

CHAI RMAN SI EGEL: What did they say about the 30
days? They just said how did you get that nunber?

MS. TAYLOR: \What's the regul atory basis.

CHAI RMAN SI EGEL: | mean, | can -- it's hard for



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

141

me to understand if unit doses of technician are all that are
bei ng used by a nobile service, why are a response tinme of
under three days is necessary. What can happen?

MR. LYNCH: Adverse reaction?

CHAI RMAN SI EGEL: That's a nedical issue.

MR. CAMPER: Peopl e wal king through it, spreading
cont am nants.

MS. TAYLOR: Well, let's not put the tine in.

Let's just see what they say. There again we get back to the

reasons. They're going to cone back, well, give us what's
acceptable. |Is one hour acceptable?
MR. CAMPER: Well, | nean, if you just |eave tech

| yi ng about, syringes spilled.

MR. LYNCH:. If it's in the hallway and the
waiting room that's not an acceptable situation.

MR. CAMPER: That's right. So |I'm saying, you
have the spread of contam nation issue.

MR. LYNCH. At least, this limts --

MR. WAGNER: But the issue here is quite clear.
Why does it have to be the radiation safety officer or the
authorized user that's got to show up on the scene? If it's
contam nation in the area, the chief tech ought to be able to
go down there and take care of that issue. Wy does he have
to respond within three hours, because sonebody did that?

Thi s happens frequently. They got to clean it up. They know
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they got to clean it up.

MR. CAMPER: Yes, it should be -- or their
desi gnee, for one thing.

MR. WAGNER: O a responsi bl e designee. Yes,
there you go.

MR. CAMPER: That's right, because as a practical
matter you've got the one tech out there sonmewhere, and they
had that instruction theory.

CHAI RMAN SI EGEL: Well, that person obviously can
respond within three hours, because that person is there.

MR. WAGNER: Right, and if they just tell you
that this person is trained to clean up -- this person as a
tech is trained to clean up every kind of isotope we use and
that we can't think of anything nore serious than what we've
got, this is how we're going to do it.

MS. TAYLOR: Do we need to segregate out the
accidents and spills fromthe m sadm nistrations and such,
because | nmean, you're right, an authorized user really is
only going to show up in the event of a m sadm nistration.

MR. CAMPER: Well, you know how this is witten
VWhat was in the mnd when it was witten was, it wasn't so
much that the technol ogi st wouldn't be there. W're not clear
about that, by the way, and we need to clarify that the
desi gnat ed responsible for that; but | think what's happened

here is the idea that, even if that occurs, that the RSO i s
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going to play an active role in nonitoring the situation.

MR. WAGNER: Ri ght .

MR. CAMPER: And that such active role would
dictate that they would be there and see what's going on at
| east within three hours. Now that raises a question.

Coul dn't the designated responsible individual go through the
appropriate steps to decontam nate, contain the spill

etcetera and through tel ephone communi cation with the RSO be
providing himw th input, you know, like |I've cleaned it up,

' mgetting, you know, survey neter nmeasurings now of thus and
so. |'ve done wi pe tests. They denpnstrate thus and so.

| mean, does the RSO have to drive all the way
across Montana to the van, when tel ephone comunication with a
trained, responsible individual could suffice.

MR. WAGNER: But then if you give them an
exenmption for therapy, now you' ve got a little bit different
situation, and then they've got to address that issue, and
t hat comes under quality managenent program anyway. So
think we have to take the three hours off.

MR. CAMPER:. Well, it has to be -- The response
has to be commensurate with the | evel of the problem

MR. WAGNER: Level of activity of the individual.
They have to be prepared to respond to whatever they do. |If
they're dealing with just sinple diaghostic tests and stuff,

then the chief tech is there on site all the tinme, and he's
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going to be trained to do these things. So we don't really
need to have anybody respond in three hours.

CHAI RVAN SI EGEL: Well, | nmean, couldn't you even
make it nore generic than that? Procedures should be
submtted -- this first sentence now -- to indicate that the
radi ati on safety officer and/or authorized user will be
avai l able to direct the response to incidents.

MR. WAGNER:  Yes.

CHAI RMAN SI EGEL: And that could be tel ephone.
That could be five m nutes away and physically present, as
opposed to -- You don't want a nobile service being run by a
t echnol ogi st when the only RSO is canoeing up in the Yukon and
is not reachable. So there has to be a way to reach soneone
responsi ble to figure out how to handl e things.

MR. CAMPER: But, you know, in this day and tinme,
they could even be reachable while canoeing in the Yukon.

CHAI RMAN SIEGEL: If they choose to be.

MR. CAMPER: | mean, today pretty much, with
t el ecomuni cati ons, satellite |ink-ups, nobile FAXes,
et cetera.

MS. TAYLOR: | would worry about sonebody who was
communi cating by satellite.

MR. LYNCH: Do we want to give exanples here,
that three hours would be a reasonable or --

CHAl RMAN SI EGEL: Yes, | kind of prefer the
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exanpl e approach as opposed to the "shoul d' approach.

MR. WAGNER: Ri ght .

MR. CAMPER: The tine frame as an exanpl e.

MR. WAGNER: As an exanple for a given situation.

MR. CAMPER: But, again, it has to be specific to
the situation, an iodine scenario.

MR. WAGNER: That's entirely different. Right.

MR. CAMPER:. So we'll do that, Barry. We'IlIl use
that tinmeline as an exanple, but point out that it nust be
specific to the event at hand, for exanple, iodine spill, nuch
nore cl ose nonitoring, and so forth.

MR. WAGNER: It depends on what quantity of
i odine, too, you're talking about here.

MR. CAMPER:. Right. Quantities and isotopes.

CHAI RMAN SI EGEL: Yes, | mean, because | -- |I'm
just thinking. If we had a technician spill occur in the
mddle of -- while a tech was doing sonething in the m ddle of
the night and I got a phone call, | can tell you, |I'm not
going to go to the hospital. | would say, clean it up, tape
off the room post a sign, and I'lI|l see you in the norning.

MR. LYNCH:. But if you dropped 30 mllicuries of
[-131 --

MR. WAGNER: OF course, you have a different
story.

CHAI RMAN SIEGEL: | would say, call the radiation
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VR.

CAMPER:

I n the norning.

potassiumnitrates and call nme in the norning, inmedi ately.

It's too dangerous.

Clean it up, contain it,

146

and cal

CHAI RMAN SI EGEL: Take two aspirin. Take two

How about that?

bag,

MR.

and cal l

her e.

r eal

49,

CFR.

ly. The quarterly audit -- Is that a clear requirenent

Iltem b.

CAMPER:

me

And put all your swabs in a plastic

me in the norning.

CHAI RMAN SI EGEL: Ckay. We're getting

IVS.

MR.

IVS.

TAYLOR:

CANVPER:

TAYLOR:

Yes.

punch

VWhere were we, transportation?

Yes.

CHAI RMAN SI EGEL: Transportati on.

MR.

CAMPER:

That's pretty strai ghtforward,

CHAI RMAN SI EGEL: \Where?

MR.

CANVPER:

B, Itemb.

CHAI RMAN SI EGEL: What page are we on?

MR.

IVS.

MR.

CANVPER:

Sevent een.

TAYLOR: Do you know, Jinf

LYNCH

TAYLOR:

don't know. That's not from 49

Is that from Bob Gettone?

Ri ght ?

in
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Wuld it nean 71?7 It wouldn't nean 71, would it?

MR. LYNCH: No.

MR. CAMPER: As | read it, at least as witten,
one gets the inpression that that quarterly audit requirenent

is contained within 49 CFR

MR. LYNCH: | don't believe it is.
MR. CAMPER: |"mnot certain that it is.
MS. TAYLOR: Well, I'lIl check it.

MR. CAMPER: Now we do say "should," but again it
woul d be interesting to know why we're settling on a
quarterly.

MR. WAGNER: |s that another place where we put
in periodic?

MR. CAMPER: 1'd like to know nore about how we
arrived at quarterly. 1'd like to know about what 49 says
exactly.

MR. WAGNER:  Ri ght .

MR. CAMPER: All right. So 187

CHAI RMAN SI EGEL: This storage now -- Again, if
the client facility has got a license, does 35.80 preclude --

MS. TAYLOR: Yes. You have to bring into each
address of use and renove it at the end of each day. So you
have to bring it back into your control.

MR. CAMPER:. Yes, you have to renove it.

Currently, as written, you have to renmove it. Bring it in,
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and renove it.

MR. WAGNER: Even if they have a |icense?

CHAl RMAN SI EGEL: What if the --

MR. CAMPER: Well, soneone could --

CHAI RVAN SI EGEL: Let's say, a hospital has its
own nucl ear nedicine departnment, one canera, and they order
stuff from Syncor. They have their own waste stream but
because they've got unusually busy, they requested that a
nobi |l e service cones and provides themw th an extra canera,
and before they deci de whether they' re going to buy another
one.

So they've got parallel operations going on. So,
literally, the stuff that was used by the nobile service
cannot enter the waste stream of --

MR. CAMPER: That's correct.

CHAI RMAN SI EGEL: Okay, that's fine.

MR. CAMPER: Now one coul d pursue an exenption

MS. TAYLOR: It's not just because of this. |
think it would be the wastes.

CHAI RMAN SI EGEL: Coul d doses be transported from
one licensee to the other?

MS. TAYLOR  You can't have wastes at other
l'icensee facilities.

MR. CAMPER: right. You have several things

going on. You have the restriction here, but you also have
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the consolidating and integrating of sonmeone else's waste into
your waste stream You can't do that.

MS. TAYLOR: You can't do that, because you have
to be responsible for it to the end.

CHAI RMAN SI EGEL: Can doses be transferred from
licensee A to |licensee B?

MR. CAMPER: Oh, yes, sure. Sure, as long as
they neet the criteria. They're either a manufacturer,
according to Part 32. They're prepared by an ANP or an AU or
sonmeone under the supervision. Yes.

MR. WAGNER: That's the way to do it, just
transfer it into their storage facility and let it sit there
for a few days.

MS. TAYLOR: You can't with the waste.

MR. WAGNER: You can transfer it over if they're
aut hori zed to have it. Sure.

MR. LYNCH: Not waste.

MR. WAGNER: Why can't -- They're authorized to
have that isotope. What does it matter whether you transfer
it?

MR. CAMPER: Not wast e.

MS. TAYLOR: They're classified as a waste
br oker .

MR. CAMPER: You're getting to be a waste broker,

i f you do that.
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MS. TAYLOR: You're responsible for your materi al
from begi nning to end.

MR. CAMPER: That's right. You want to coll ect
your waste. |If you want to accept waste, you need to be in
the waste business.

MS. TAYLOR: There's a business out there for
you.

MR. WAGNER: It seens to me it would be a little
bit expensive, but unfortunately, that's the way it is.

This next issue on page 18 and 19 is an
interesting issue, and I nust admt, it's one that sort of
really boggles ny m nd.

CHAI RMAN SI EGEL: Wi ch one?

MR. WAGNER: The one with excreta. | nean, this
is a --

MS. TAYLOR: This is the result of a TAR

MR WAGNER: It's areally difficult issue,
because we run into this problemin a different fashion in the
state of Texas. \What's happened is we had a situation where
one hospital injected a patient for a bone scan. It was an
el derly patient that was incontinent.

The patient had a diaper. The patient was --

CHAI RMAN SI EGEL: | had the sane note. That's
interesting. Go ahead.

MR. WAGNER: The patient released -- was rel eased
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fromthe hospital, went to an outlying clinic. At the
outlying clinic, the patient changed di apers. One of them
ended up in a trashcan, which was i medi ately picked up and
taken to a dunp site where it set off the radioactive

noni tors, which caused one heck of a stir and a |ot of
people's tine and effort over this one issue, and then how to
resolve it; but the state, unfortunately -- the inspectors
were focused on the idea of how do we cite the individual

rat her than cleaning up the problem taking care of the issue.

It was the contention of the hospital that their
responsibility for that radi onuclide stopped after the
I njection of the patient, because that was the |egal
di ssem nati on and di sposal of the isotope, and it's docunented
on their fornms that this is how | disposed of this patient,
what ever, and it's done for.

Now | was thinking about that. | was thinking,
well, what if the patient didn't go to the other site? What
if the patient went up to another room was an inpatient and
went to anot her room and now you have excreta, and that
situation?

CHAI RMAN SI EGEL: Let nme nmake sure | understand
this. |If a patient is not required to be confined under the

condi tions of 35.75, then you don't really need to do anything

MR. CAMPER: That's correct. You do not.
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CHAI RMAN SIEGEL: -- to nonitor that patient so

|l ong as you maintain within the overall environment conpliance
with Part 20. Correct?

MR. CAMPER: That's correct. NCRP has
recommendat i ons about di agnostic patients, you know.

CHAI RMAN SI EGEL: Right, but diapers are an
i nteresting problem because they don't end up in the sanitary
service system

MR. CAMPER: But from a regul atory standpoi nt,
they're not confined under the least criterion of 35.75, you
do not have to do anythi ng about that.

MS. TAYLOR: But al so, excreta of the nedica
patients is excluded from anything anyway.

CHAl RMAN SI EGEL: No. Excreta goes into the
sanitary sewage system

MR. CAMPER. Only if it's into the sanitary
sewage system

MR WAGNER: And that's wherein, | think, lies
the rub here on this guideline, in that you're trying to
di stingui sh excreta going into the sanitary sewer |ine versus
excreta going and being disposed in a toilet in a nobile van.

MR. CAMPER: Well, the reason is -- Well, the
patient excreta is exenpt, because it's in a dilution,
infinite dilution, whereas in the case of the hol di ng tanks,

you do not have infinite dilution. You now have contai ned
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radi oactivity in a holding tank.

MR. WAGNER Well, | think if that's the case,
then that's what this guideline should be addressing. This
gui del i ne shoul d be addressing that kind of dilution and that
ki nd of problem if that's what you're trying to get at.

The safety issue, as | see it -- Anybody who has
a toilet on a van with patients comng in, they' re going to
have a contam nation problemall around that toilet, if they
permt the patients to use that toilet. [It's going to be
t here, period.

MR. LYNCH: As it is in nmost nuclear nedicine
depart nents.

MR. WAGNER: Yes. | nean, it's definitely going
to be there, and | can see where the concern is, but | have a
hard tinme seeing that it's going to be --

MR. CAMPER: Well, let's take a |ook at the first
on there. W're saying, describing the structure of the
hol ding tank and so forth. How would you spin that
differently?

MR. WAGNER: | have no idea. | mean, | have a
| ot of problemw th the whol e thing.

MS. TAYLOR: Do you think they shouldn't allow it
at all? We have a TARin with that right now, and these are
the issues that we've come up with between two of our

br anches.
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MR. WAGNER: | don't think it's a problemto

allowit. The question is what kind of quantities are we
tal ki ng about? What kind of quantities are they talking
about? | nmean, this -- To me, this should represent a non-
problem It should be a non-hazard, because (a) what are you
usual Iy concerned about ?

First of all, let's |look at internal
contam nation. It doesn't represent a risk for interna
contam nation, period. Wat it does maybe represent a risk is
ri sk fromgamm radiation that m ght emanate fromit, but what
ki nd of activities are we going to require for gamma radiation
in a holding tank of this facility? 1Is the holding tank
underneath the driver's seat?

MS. TAYLOR: Well, these are the questions we've
asked.

MR. WAGNER: | think that's a reasonabl e
guestion. Maybe it's underneath the driver's seat or
sonet hing, just to nake sure.

MR. CAMPER: Well, we do. W say, you know, we
ask, tell us about the structure of the hol ding tank.

MR. WAGNER: Right. Right. Right.

MR. CAMPER: \Where is it in regard to the public,
wor kers on the van, driver of the van?

MR. WAGNER: But are they really responsible for

the -- legally responsible for the activity after it's been
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injected into the patient?

MR. LYNCH. Oh, yes. | nmean, if the excreta is
col | ect ed.

MR. CAMPER: In this case, they are, yes, because
excreta is being collected. It is not being released into the

MR. WAGNER: \Where in the regulations would it
say that they would be responsible for that? Were in the
regul ati ons?

MR. CAMPER: Well, | would -- The regul ations are
explicit. 1It's the other way. The regul ations are explicit
that excreta is exenpt --

MR. WAGNER: That's correct.

MR. CAMPER: ~-- if it's going into the sanitary
sewage system

VR. WAGNER: But that doesn't nean -- Yes, that's

correct. That, | understand.

MR. CAMPER: Well, if I'mnot putting excreta
into the sanitary sewage system then | still have
responsibility for it. [It's not exenpt.

MR. WAGNER: But they've already injected it into
t he patient and di sposed of it in the patient.

CHAI RVAN SI EGEL: | know, but | nean, it's the
sane thing as if --

MR. CAMPER: Well, let's take another exanple.
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Let's take another exanple. Let's take the old studies we use
to collect stool. Okay? W were responsible for it.

CHAI RMAN SI EGEL: But you can flush it down the
toil et when the study was over.

MR. CAMPER: Sure. |'msinply saying, though,
t here was an exanpl e where that same stool introduced directly
into the sanitary sewage system woul d have been exempt, but it
was not. In that case, we were holding it for purposes of
conducting a study. In this case, we're holding it for
pur poses of convenience to the patient, because patients have
to go to the bathroom but we have the need to hold it until
we can release it into a sanitary sewage system

During that hol di ng mani pul ative process, it's
not exenpt.

CHAI RMAN SIEGEL: So the correct way to handl e
this is to set up a little outhouse a block away fromthe van

MR. WAGNER: You don't even need an out house,
just a little park.

MR. CAMPER: AlIl you need is a long tube, a |long
tube into the nearest toilet.

MR. WAGNER: | mean, presumably the excreta from
the patient is out of your responsibility, once the patient
| eaves the van, but it's not out of your responsibility while
the patient is in the van. Correct?

MR. CAMPER  Ri ght.
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CHAI RMAN SI EGEL: Say that again, slowy.

MR. WAGNER: Your responsibilities |leave with the

patient |eaving your van. You're not responsible for the
patient's excreta once he | eaves your van.

MR. CAMPER: That's correct.

MR. WAGNER: And you are responsible for the
patient's excreta as long as they are inside your van. |

don't know where it says that in the regulations, but -- or

where you would find that, if there was interpretation of the

regul ations. That's fine.

Actually, | agree with it. | nmean, it's not -
As a radiation safety issue, it's quite clear

CHAI RMAN SIEGEL: It really is clear.

MR. WAGNER: It's quite clear.

CHAI RMAN SI EGEL: Why don't we break for |unch,
since we've been having this |lovely conversation

MR. CAMPER: | do have one nore. One nore

t hought, real quick. That is sonewhere in here, and | don't

know just where it should be, but I would like to include a

paragraph or two that tal ks about these reciprocity issues.

Sonmeone while ago nentioned this idea of crossing state |ines.

VWhat we need to do is draw to their attention

that reciprocity does exist and that they will need to check

specifically with the state in which they wish to go to

provi de services for what is necessary in that state, whether
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it's a license or whether or not there's sonme reciprocity
arrangenent .

Most of the states have a reciprocity arrangenent
with a following need to get a |icense.

CHAI RMAN SI EGEL:  Yes.

MR. CAMPER: And the tine franme for that license
requirement is variable. So they're going to need to be aware
of that.

MR. LYNCH. That's a good point.

MR. CAMPER: The fact that you get an NRC |icense
doesn't nean you can go into North Carolina.

MR. LYNCH:. And we've had that problem already.

MR. CAMPER: Yes, that's right.

MR. WAGNER: You al so said sonet hi ng about
tal ki ng about therapy exenptions and how does a user go about
getting an exenption for therapy. You said you wanted to
di scuss those things, too. Did you want to give gui dance
inside here for that? You had nentioned that at the beginning
of this norning. | wote that down in sonme notes.

MS. TAYLOR: Oh, for HDR concerns?

MR. WAGNER: It's therapy exenptions. How does a
user go about it? | presunme what we were tal king about is in
stages. The first stage would be exenption for therapy under
30 millicuries, over 30 mllicuries, and how does a user --

VWhat gui dance do you give the user about applying?
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CHAI RMAN SI EGEL: Over seenms out of the question.

MR. WAGNER: That's out of the question.

CHAI RMAN SI EGEL: | don't see how you woul d
physically do that.

MR. WAGNER:  You couldn't do that. That would be
i npati ent.

MR. LYNCH: If you had an arrangenment with the
hospital right there.

MR. CAMPER: Could you adm nister in the van and
then take theminto the hospital ?

MR. WAGNER: | guess you coul d.

CHAI RVAN SI EGEL: Are you supposed to be noving
the over 30 mllicurie patient through unrestricted areas from
the point of adm nistration to the point of confinement? |
don't think you are, and nearly all therapy is actually given
in the room

MR. LYNCH:. No. Some therapy is given in the

nucl ear nedici ne departnent, and they walk in the halls going

up.
CHAI RMAN SI EGEL: Cancer therapy?
MR. LYNCH: Yes.
MR. WAGNER: Yes, sone people do it backwards.
MR. LYNCH:. | nean, they do it where they have
t he hood.

MR. WAGNER: It sounds like a really bizarre
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situation, though. Do we really need to give them gui dance
about this? | nmean, is this really an issue that you see?

MR. CAMPER: Well, 1 think -- | don't recall that
exactly, but | think what | was referring to was the gui dance
wWith regards to an exenption for under 30.

MR. WAGNER For under 30. | think maybe we
di scussed that already.

MR. CAMPER: | think we have, yes. All right.

So we've discussed that issue.

CHAI RVAN SI EGEL: Were there any other comments
that came fromthese letters that were sufficiently inportant
that we should | ook at thenf

MS. TAYLOR: Well, we pretty much --

CHAI RMAN SI EGEL: O have we hit thenf?

MS. TAYLOR: We pretty nuch hit them or we've
al ready included them and tal ked about them

CHAI RMAN SI EGEL: Well, | guess --

MS. TAYLOR: |I'm | ooking through to make sure
there wasn't anything.

CHAI RMAN SI EGEL: -- another way to handle it is,
if Lou and | see sonething on the airplane on the way honme, we
can send you an E-nmail nessage, since you are accepting
written comments post-neeting. Right?

MR. CAMPER: See, Barry, if you go back to the

question you were raising a nonent ago, if you go over to
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35. 315, safety precautions, it says, "For each patient or
human research subject receiving the radi opharmceuti cal

t herapy and hospitalized for conpliance with 35.75 of this
chapter, licensee shall provide a private roomwth a private
sanitary facility" as opposed to adm nistering only that
private room

Now, you're right, nost folks do it that way, but
sonme do admi nister in the nuke ned departnment and wheel them
back upstairs to the private room

CHAl RMAN SI EGEL: The problemis, though, that
t hat patient instantaneously makes unrestricted areas into --
in violation of the 2 nr per hour limt when wal king from
point A to point B.

MR. CAMPER: By definition, you're right.

CHAI RMAN SIEGEL: So you really -- although we
m ght | ook the other way, it really shouldn't be. Right?

MR. LYNCH. Well, then you assess that. |If
they're using a hood situation in the |aboratory, that limts
exposure to the people that are delivering the dose. They
take them up the back way in the freight el evator and
what ever .

MS. TAYLOR: One comment we received --

CHAI RMAN SI EGEL: Well, | nean these get
sonetimes a little bit crazy, as you know.

MS. TAYLOR: We received two comments about
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delivery of material to a van, and we said it had to be with
t he presence of nobile service personnel. W received a
comment from Region 2 and one other region and asked why we
woul dn't allowit, if the van was not occupi ed, because we do
in fixed facilities.

| think part of our reasoning was that it was a
fixed facility within a building. It's not going to so easily
di sappear and what have you. So that is in a couple of these
comrents, and we decided not to include that; because we
didn't want that.

That's really the only one we didn't talk about.

MR. WAGNER: Well, there's an issue here on item
5 of delivery to a van without the presence of nobile service
personnel should be acceptable if the |licensee has established
adequat e security and inplenmented delivery procedures to
ensure the material will only be delivered to their van. |If
the van is not found, delivery driver will take material back
to the supplier.

MS. TAYLOR: That's what | was just talking
about. We were just concerned --

MR. WAGNER: Makes sense to ne.

MS. TAYLOR: | mean, it would require the
pharmacy to have a key to the van

MR. LYNCH. But now you're tal king about a

vehi cl e.
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MS. TAYLOR: Versus a permanent facility.

MR. WAGNER: Well, if they have a secured area, |
mean, where they store things overnight or whatever, what's
the problen? They take it into the van. The driver delivers
it to the van. They put it in there. |It's inside there.
It's a | ocked door. They cone out of the van. The door is
| ocked and they [ eave. \What's the problen? W' re talking
di agnostic materials, for the nost part.

MR. CAMPER: |t depends upon the security
arrangements.

MR. WAGNER: Oh, of course. OF course. | nean,
the driver would be escorted to the van, open up the van for
him He puts the case inside the van at the designated
position. They walk outside. They |ock the van, and they
| eave.

MR. CAMPER: |s that adequate in a situation
where a van could easily be broken into?

MR. WAGNER: Well, not, not if it's easily broken
into, but it depends on the security arrangenents.

MR. CAMPER: Well, I'msaying, it's a van,

t hough, arguably.

MR. WAGNER: But it's |ocated on private
property. It's at a hospital.

MR. CAMPER: So then that depends upon what ki nd

of security arrangenents exist for oversight of the van while
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it's on those pren ses.

MS. TAYLOR: Well, now we've got one TAR in wth
an exenption that they're going to have to park the van in the
street, public street, because the van physically will not
fit, and that would be a concern; because you' re nuch nore --

MR. WAGNER: OF course. Wiy can't they put that
in their application?

CHAI RMAN SI EGEL: There's not a real big black
mar ket out there for stolen technetium

MR. WAGNER: No, there's not.

MR. CAMPER: No, but the idea that technetium a
case of technetium finds itself in the public domain because
sone kid breaks into a van and steals it is a problem At the
very least, it's a public perception problem

CHAI RMAN SIEGEL: It's a public perception
probl em

MR. WAGNER: Yes, right.

CHAI RMAN SI EGEL: It has a lot less to do with
reality than anything else. Stealing cobalt 60 pieces of
steel is one problem

MR. CAMPER: Oh, | understand.

CHAI RMAN SI EGEL: Just, you know, put a | ot of
word salad in. It will be fine.

MR. CAMPER: No, you're right. Even in the worst

case scenario, if the kid steals and injects hinmself with it,
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big deal. Right? 1It's |ike having a nucl ear nedicine
procedure, but by the same token, in terns of the eyes of the
public, the idea of this case of radioactive materials in the
public domain is not acceptable.

MS. TAYLOR: You'll have a pharmacy that, oh,

forgot the key or this key is not working for sone reason,

well, they leave it in the hall overnight, leave it with the
van, that's going to be nore -- You can't trust conpletely or
put the onus conpletely on the pharmacy that they will take

that material back and not just |leave it at the doorstep,
because they were told this is an urgent delivery, we
absol utely have to have this.

MR. WAGNER: I n human society, we're never going
to have 100 percent guaranty of anything, but | still think
we're tal king about tornadoes here. W' re talking about rare
i nstances, things that are highly unlikely, and there's a
certain | evel of security you can supply, but you will never
be able to supply absolute 100 percent, guaranty that
sonet hi ng won't happen sonewher e.

MS. TAYLOR: And that's part of the reason with
this facility you're not so concerned, because it's within a
building in a hallway versus a van, it's just sitting on the
step in the parking |ot.

CHAI RMAN SI EGEL: Tornadoes are increasing in

frequency.
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MR. CAMPER: I n nobile home parks especially.

CHAI RMAN SI EGEL: No, no, seriously.

MR. CAMPER: No, | know they are.

MS. TAYLOR: Well, | guess this is a policy
I ssue, Larry, that we need to tal k about inside.

CHAI RMAN SIEGEL: In yesterday's New York tines
there's an article, an extension of this thing that says that
there is no pretty clear evidence that the greenhouse effect
is really occurring, and one of the things they have observed
Is that precipitation is now occurring with increasing
frequency as huge dunps in |large storns of over two inches of
precipitation, rather than the nore gentle types of rainfall
we've had in the past.

MS. TAYLOR: Yes, | read that.

CHAI RMAN SIEGEL: It said that the greenhouse
effect is increasing. | nmean, why do you think we've got up
to Hurricane Marilyn this year? |It's clearly because of the
gr eenhouse effect.

MR. WAGNER: Obvi ously.

CHAI RMAN SIEGEL: All right. So I think we're
not certain about --

MS. TAYLOR: We'll take this up with nmanagenent.

MR. WAGNER: | just have a |evel of
unconf ort abl eness.

MS. TAYLOR: Wth it being in a parking |ot.
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MR. WAGNER: |'ve seen these sorts of operations,
and | think it has to be taken on a case by case basis.

MR. CAMPER: To a point, we certainly have a
concern about security when this stuff is out on the parking
| ots or even on the street, and you're right, though. Wat we
shoul d be | ooking for is what security arrangenents exist.
VWhat is the nechanismthat the van operator or the van
operator in concert with their client are going to put in
pl ace to adequately secure the materials against theft, |oss,
et cetera.

MR. WAGNER: One of the things -- They actually
may have a canmera out there which is nmonitoring the van from
the security desk, you know. That's one thing that you m ght
have, and you certainly wouldn't want to have that if it was
in a residential area. You had the van |located in a
residential area, you know.

CHAl RMAN S| EGEL: Are we finished?

MR. CAMPER: Well, we're still having a bit of
di scussi on. Is that it?
CHAl RMAN SI EGEL: Are we still on the record or

of f the record?

MR. CAMPER: We're still on the record.

MR. WAGNER: Well, in any event, | understand
your concerns.

CHAI RMAN SI EGEL: Shall we adjourn the norning
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sessi on.
(Wher eupon, the Commttee recessed for |unch at

12: 01 p.m)



