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P-R-OCEEDI-NGS
(8:28 a.m)

MR. CAMPER: Good norning. | am Larry Canper. |
amthe chief of the Medical Academ ¢ and Commercial Use Safety
Branch, and the designated federal official. This is a
subcommi ttee neeting of the Advisory Committee for the Medical
Uses of |Isotopes. This neeting was noticed; it's a matter of
public record, in a Federal Register Notice published on the
21st of August, 1995.

Wth ne here today, two nenbers of the Advisory
Commttee, and Dr. Judith Stitt, who will act as the chair of
the subcomm ttee neeting today. And M. Robert Quillen, who
is our states representative to the Advisory Commttee. Also
we have Dr. Robert Ayres, who is a nenber of the Meudi cal
Academ ¢ and Commercial Use Safety Staff, Dr. Patricia
Hol ahan, nmenber of the staff; Sally Merchant, a nember of the
staff; as well as Torre Taylor, who also serves as the
adm ni strative coordinator for the Advisory Conmttee on
Medi cal Uses of | sotopes.

This is the second subcommittee neeting in a
series of three neetings. The first was held yesterday, and
t he purpose of the subcommittee neetings is to discuss a
number of gui dance nodul es that have been prepared by the
staff to be added to the existing Regulatory Guide 10.8, which

is the so called nedical |icensing guide.
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Today we'll be discussing the guidance nodul e
entitled, Renote Afterloading Brachytherapy Module. This
nmodul e is a revision to policy and gui dance directive FC 86-4,
whi ch underwent substantial revision updating, follow ng a
significant nmedical event in Pennsylvania 1992.

Thi s gui dance docunent has been di scussed in sone
form through a docunent identified as the brachytherapy issues
paper with the Advisory Commttee in total previously as well
as with a nunber of professional societies. Currently these
gui dance nodul es are undergoi ng review and devel opnent, as |
said for addition to 10.8 and will ultimately be included in a
i censing manual, which is being prepared as part of our
agency's busi ness process reengineering initiative.

So with those comments then | would ask Dr. Stitt
if she would assune the chair of the nmeeting and we can
proceed.

MS. STITT: Good norning. How do you want to
proceed?

MR. CAMPER: Go right ahead, Madam Chair.

MS5. STITT: Well we have in front of us the
renmote afterl oadi ng brachytherapy nodule, and if | understand
right this is sonewhat informal, but we're asked not to al
talk at the same time. So do you suggest we start with page 1
and keep turning?

VMR. CANMPER: That's fine.
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MS. STITT: And there are different col ors of

mar kers and handwitten notes on our personal copies, so |
think that's what we're going to be working from

Should we just start on page 1. And do you want
to make comments about certain things you're |ooking at there,
sir, Dr. Qillen?

MR. QUILLEN: Actually I have no comments on
page 1. Those were just things to alert nme and rem nd ne of
items that | needed to consider |ater on.

MR. AYRES: | m ght make a general comment, this
one's a little different than any of the others in that our
regi on and other coments just cane in and have not been
i ncorporated. So | have a folder full of comments already.

MS. STITT: Is it worth trying to bring you those
up here or is that too convol uted?

MR. AYRES: They're nostly of an editorial
nature. The only | guess policy issue really that's in these
are some OGC stuff, which will have to start out -- is the
state of Illinois coments. They're proposing nuch nore
stringent requirenments on PDR than are in this nodul e.

MR. CAMPER: VWhat |'d |like to do on that, Bob, if
we could, is yesterday we al so had sone comments. 1In the
nmeeting yesterday we discussed nobil e medical imging nodul e
and -- What was the second nodul e we di scussed yesterday?

MS. HOLAHAN: Radi opharmaceuti cal ; radioactive
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drug therapy.

MR. CAMPER: That's right. Radi opharnaceuti cal
drug therapy.

We did have a nunber of comrents fromthe
regi onal staff on those nodules, and we did share those
comments with the committee nenbers yesterday. 1'd like to
make sure that we also do that today; share those coments
wth the subcomm ttee nmenbers. And if the opportunity
presents itself later in the day, to even perhaps take a | ook
at any mpjor issues, if there are -- If it's all editorial
then fine, but if there are any substantial technical issues
in there it would be nice if the commttee could at |east have
an opportunity to glance through themto see if they have any
t hought s about it.

MS. STITT: Well Trish, | assume you have
comments you're piping up, is that right?

MS. HOLAHAN:  Yes.

MS. STITT: Just in general, a lot of this -- |
mean this is not particularly new material here. It seens to
be a different format for sone of the things that we have in
Part 35 and shuffling other things around, so |I'm not sure how
enotional we may find sonme of our neeting today.

MR. AYRES: It's a rewite of our current policy
and gui dance directive, with a few changes, and nostly m nor,

except a couple of themare relatively subtle, such as, the
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bulletin had a requirenent. |If you'd |ike | can summarize the
changes from - -

MS. STITT: Al right. Particularly those subtle
ones that maybe if we haven't enough coffee we didn't catch.

MR. AYRES: Fromthe current policy and gui dance
directive, one of the nore subtle changes is the bulletin and
the current policy and guidance directive called for the
presence of the authorized user and the nedical physicist or
RSO. We deleted "or RSO'. So we've inplied that nmedica
physicist is now required.

M5. HOLAHAN: Do we allow themto propose an
acceptable --

MR. AYRES:. A super alternative, and what 1've
provided in the way of guidance in this regard has normally
been say a dosinetrist or sonething, simlar professional that
has had the specified training normal in enmergency procedures
on a device. For an authorized user we go along with a
resi dent who's been trained and that sort of thing, or the
next tier down in the professional |evel.

One of the other things |I del eted because
technically it's not reasonabl e anynore because the size of
t hese sources have gotten so small | deleted the requirenment
for checking the honpbgeneity of the source.

MS. HOLAHAN: And that was discussed with the

full ACMJ when we had the two physicists present?
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MS. STITT: Right, that was our |ast neeting.

MR. AYRES: We had a di screpancy between 35.400
and the guidance in the bulletin on the appropriate serving
i nstrunent to use, and we decided to go with the bulletin
gui dance in lieu of the 35.400, so we have a licensed
condition in lieu of exenption. | maintained all along that
it was nore appropriate to use a non-saturable iron chanber
type instrunent rather than a geiger saturable type
I nstrument .

MS. STITT: And we discussed that in front of the
whol e committee?

MS. HOLAHAN: That's true. The one thing as Bob
mentioned is, that it does a require an exenption to the
regul ations, currently, because we have not changed the
regul ations. But that can be done as part of the |icensing
process.

MR. AYRES: OGC s querying that, so we'll have to
deal with that one.

MS. STITT: Are you dealing with that?

MR. AYRES: Well | just got these comments in the
| ast three or four days. | got sonme of them yesterday, and I
still haven't got these two.

MR. CAMPER: |'m sorry, Bob, help ne out here.

They' re querying the need for the exenption?

MR. AYRES: Yes. They're querying the
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need -- Well actually, Marjorie is -- querying the need for
all exenptions to 35.400.

MR. CAMPER: In the sense of, are they warranted?
Are they necessitated?

MR. AYRES: Well, it's just nore of a question --
She's saying, well why doesn't it apply as witten, and she
doesn't understand the technical.

MS. STITT: They need information that they don't
have?

MR. AYRES: Yes. From OGC s comments it's clear
that they don't understand that technically the 35.400
requi rements as witten cannot be net.

MR. CAMPER: Oh, | see, okay.

MR. AYRES: | think we'll have to work that out
with them

| guess the only other significant one in here is
allowing -- and Trish has witten sonme gui dance on this, and
it's not incorporated in here. But allowing themto ship nore
activity than can be installed in the device, so that for the
conveni ence of the vendors and the users so that they can ship
12 curies. They can ship whatever the shipping container is
certified for, but can't install anynore than the safe and the
device is certified for. So I think pre-ship say 12 curies
and schedule the installation at the time the source reaches

10 curi es.
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MR. CAMPER: Bob, would you comrent on the

surgical intervention issue?

MR. AYRES: It hasn't really changed.

MR. CAMPER: But the point is, one of the things
I want to try to make sure when we get to that point today is
get sone feedback fromthe conmttee, particularly from
Dr. Stitt, is this idea that in doing procedures invol ving
HDR, if you're involved in a procedure where a source could
beconme lost in the patient's body that nay necessitate
surgical intervention to renove it 1'd like to get sone
t houghts as to the way the guidance is currently structured.

Is that a reasonable requirenment? Is it a
situation where we're not inposing upon nedical practice or
pr obl enf?

MS. HOLAHAN: Okay. | just wanted to say, |
don't believe at this tine in the guide that we specifically
say that you cannot conduct procedures unless you can do
surgical intervention, and | guess the question is, is should
we. |s that correct, Bob?

MR. AYRES: Well, nost the licensees do, | would
say, 80 percent. That's a guess. But nobst of the |licensees;
response to that requirenment is, is we do not do procedures
that would require surgical intervention, and they primarily
predi cate on that the source is always enclosed in the

transfer tube applicator system \Where we of course know
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t here have been nultiple failures of transfer tube applicator
systenms. So it's a little bit of a concern, but we say, okay.
You say -- Unfortunately it's a little bit of that philosophy,
it can't break, that contributed to the Pennsylvania incident;
the source can't break. Well, basically what nost of the

| i censees are maintaining is, the containment system the
applicator transfer tube, can't break. And we in fact know of
mul ti ple instances where they have. So we take -- we say,
just plan for it, and have at |east sonmething in mnd if
sonet hi ng goes drastically wong.

MS. STITT: And as | was reviewing this, the two
aspects of an enmergency -- and Trish, you addressed this in
t he docunent that you put together. The two aspects being one
medi cal and one radiation safety. And is an institution
prepared to address both those aspects.

MS. HOLAHAN: | think this cones up particularly
in the cases that we tal ked about before with prestanding
clinics and sonething like that. And | know the question and
|'ve sort of tried getting again sone feedback too. Even
t hough, as Bob says, it indicates that the source is enclosed
are there possibilities, for exanple, endobronchial, that it
could actually get caught or sonething and no | onger be
encl osed, and | have gotten sone indication that it is a
possibility. So what is a |icensee prepared to do, or what

should a |icensee be prepared to do in those cases?
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MS. STITT: And in the draft that we're | ooking

here, the renote afterl oad and brachytherapy nodule, there is
not a statenent or is it real vague?

MR. AYRES: Yes, there is.

MS. HOLAHAN:. About what's required?

MS. STITT: Section F? 1|s that what you're
referring to?

MR. CAMPER: Item f of 11.21, Energency
Procedures. There are really two things. B, is somewhat
indirectly applies, but F is the nore direct consideration.
And as Trish pointed out, if you |look at the words, it says
identify the |l ocation of emergency source recovery equi pnent
and specify what equi pmrent may be necessary for the various
equi pnment failures described in the procedure. At a m ninum
energency equi prent shoul d i nclude shiel ded storage
containers, renote handling tools, and if appropriate supplies
necessary to surgically renove applicators or sources fromthe
patient, including scissors and cable cutters.

Now, that doesn't go all the way, if you wll, of
saying, if you're going to do a procedure in which there's a
potential for the source to be lost in the patient's body you
must be prepared to intervene surgically if need be. And a
fundamental question for us, and it's a terribly inportant
medi cal question is, if were to take a stronger posture al ong

that line would that be acceptable to the nedical comunity,
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woul d be wal king on the practice of nedicine, or would that be
a reasonabl e regul atory request under those circunmstances?

MS. HOLAHAN:. Because there is a radiation safety
i ssue associated with it obviously.

MS. STITT: Right.

MR. AYRES: | was just going to say, the other
area that's not addressed here because it gets closer to the
practice medicine | guess if you will although it's a
radi ati on safety consideration, is do they have a plan to
respond to a nedical energency not related to the HDR, but
i nvol ving the HDR, and that is not covered here.

MS. HOLAHAN: During patient treatnents.

MS. STITT: O course the HDR isn't the only
issue. This is a renmote afterloading. The nore critical
i ssue becones HDR because of it's high doses. But this nodule
in general applies to any renote afterl oadi ng.

MS. STITT: This section of emergency procedures
covers it. It doesn't have sonme of the detail that you -- If
you' ve got a true radiation safety enmergency with a high dose
rate source, you in theory would need to be doing a
t horacotony, or another exanple was the case that we've been
through with the prostate inmplant. That was a nedi cal
emergency. Well, it was a radiation safety energency, and
t hat patient had a surgical renmoval of those seeds of radical

prostatectony within five hours or sonmething |ike that. And
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whet her they had witten procedures it described that's what
t hey woul d do ahead of time. That is what they did do when
the event occurred.

Sone of ny question has to do with how specific
do we have to get in these to tell folks that you have to
t hi nk about this ahead of tine.

MR. AYRES: Wth the renote afterl oading | guess
part of the -- one of the considerations for |eaving that out.
Normal |y you woul d expect the devices to automatically retract
t he sources when you're responding to a nedical energency, to
have a radi ation energency in conjunction with it would
require a nedi cal energency which could do induce in
equi pment; kink the tube or sonmething. But it would require
t hat nmedi cal enmergency to precipitate a failure in the device
t hrough the ability to retract the source, then creating your
radi ati on energency to go along with the nedical energency.

MS. STITT: A question to ask of the staff, and
this comes just in the formof a clinical circunstance. |If
this is what we end up with, which does touch on all those
aspects, although it doesn't say, give ne the nanme of your
thoracic surgeon; it doesn't get that specific. But in
example, let's say a free standing clinic somewhere that's
doi ng hi gh dose rate endobronchi al, because that's a very
conmon procedure. It's done in lots of places. |If there's a

source problem if it's one of the clinics that ny institution
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operates at there is no thoracic surgeon in the area. There
woul d be within a few hours.

How nmuch goes into this | anguage and how rmuch is
left inplied?

MS. HOLAHAN: Well let me ask you anot her case,
because sonme of the responses that we had is, well a thoracic
surgeon won't go into the patient if there's a source in
t here.

MS. STITT: That's the other response, yes.

M5. HOLAHAN: Is it sufficient to say that the
aut hori zed user would need to be able to do sonething in an
emergency situation, or would an authorized user -- | mean
coul d sonebody other than a thoracic surgeon do the type of
I ntervention you're tal king about?

MS. STITT: No. | mean the thoracic surgeon
could crack the chest and get close anatom cally, and then the
authorized user could fish around. It sounds bad on the
record, doesn't it?

MR. CAMPER: But you're at the heart of the
matter here. |If you look at that what that really says in a
private, free standing facility.

MS. STITT: Well it could al so happen at any
uni versity hospital.

MR. CAMPER: It could, but at |least in that

setting you have access -- reasonable readily, you have
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access --

MS. STITT: You have access. You may not have
interest in --

MR. CAMPER: Right. But at |east you have access
to a surgical suite. Even though you don't have access to a
t horaci c surgeon you probably have access at |lest to a general
surgeon. You have a surgeon involved. But by contrast if
you're in a free standing facility and you have an authori zed
user who is a therapist and this event unfol ds you have an
I mmedi ate, significant nedical emergency on your hand.

So then you have to ask yourself the
phi | osophi cal question. Should they be doing such a
procedure? Well they mi ght respond by saying, yes, we an do
this with a high degree of confidence because we assune the
potential for failure of this type is extrenely small in view
of the design of the equi pnent, the catheters in particular
and so forth, therefore we have a high degree of confidence in
doi ng the procedure.

Well that's okay, but unfortunately that one
single event, even though it may be 104, when you have that
singl e event you've got a problem So then the question
becomes for us as regulators, to what extent should we address
this in the guidance?

It would be inappropriate to inpose a condition

t hat says, thou shall be prepared to surgically intervene,
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because | think that's a nmedical judgnent call. The question
-- in advice space and gui dance space, to tune themto the
idea that, if you're doing these types of procedures you need
to be prepared to intervene surgically.

Now, we hint at it here by saying if appropriate,
dah dah dah.

MS. STITT: Should you put exanples? WII that
clue people in?

MR. CAMPER: Well, that's a possibility.

MS. STITT: Such a case m ght be recovery of a
source that has broken off or a source becone dislodged in a
| ung, and you m ght give sonme exanples. It doesn't nean that
it's -- you're dictating what they have to have avail abl e.

But you can read these things on a lot of different |evels.
You can think of a source in a intracavitary vagi nal
applicator and that's much sinpler to retrieve than a small
iridiumsource that got dislodged in the right |ung sonewhere.

MR. AYRES: We presunme that in nost vagi nal cases
t he authorized user could easily renove the applicator.

MS. STITT: M comment about an exanple, would at
| east tip the reader off to sonme of the nost difficult cases
totry to retrieve.

To bring up another area along this sanme |ine of
potential problens would be the intravascul ar use of high dose

rate brachytherapy sources. That is HDR sources are being
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used or plaque therapy in vessels --

MR. AYRES: That's an energing field right now.
We're kind of working with FDA and trying to be prepared in
advance. But it's all experinental now, and the FDA's going
to require IDs and the whole thing. The only one that both of
us are aware of that's currently going on is at Scripps.

M5. STITT: How about M| waukee at St. Lukes?
Are they doing it? | thought they were.

MS. HOLAHAN: They are hoping to do it. | don't
know if it's actually been approved for themto do it yet or
not .

MR. AYRES: Well as far as FDA knows, they
only --

MS. HOLAHAN: Because | spoke with the physician
fromthere.

MS. STITT: Okay. Marcy Richards?

3

HOLAHAN:  Yes.

MR. CAMPER: We are going to explore that topic
by the way.

MS. STITT:. Today?

MR. CAMPER: No, at the upcom ng ACMJI neeting.
We're going to talk about the intravascular --

MS. STITT: Well the timng wll be good because
there is a subcommttee that's neeting at the ASTRO, which is

the national radiation oncology group com ng up shortly.
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MR. AYRES: APM fornmed the comrttee al so.

M5. STITT: And that's at |east on the books to
or gani ze.

MR. AYRES: It's |led by Coffey.

MR. QUILLEN: Joe Coffey?

MR. AYRES: Yes.

MR. QUILLEN: He was in Kentucky.

MR. AYRES: No, he's with M dwestern University,

| forget which one.

MS. STITT: They're all kind of the sane there.

MS. HOLAHAN: Yes, they had a workshop on that
day.

MS. STITT: They have fuzzy animals that are
their mascots.

MS. HOLAHAN: | was just going to go back to the
advant age of putting the exanples in, because that also, sort
of provides -- Sone of the questions that | think we've sort
of all heard is, why does the authorized user have to be
present because there m ght never be a case where -- | nean
it's the physicist who would be the individual going in. For
exanmpl e, a vaginal applicator as a physicist is not going to
want to pull that out of a patient in an energency.

MR. AYRES: Well in an energency --

MS. HOLAHAN: By putting exanples in it helps

just reenphasi ze the need for the authorized --
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MS. STITT: And it also gives people sone things
t hat m ght not have thought about. They nmay think of what
they do nost frequently, but not of sone other circunstances
t hat you mi ght get into.

MR. CAMPER: |1'd even go a step further, | think
physi ci sts generally would be unconfortable in intervening
medically in any fashion. | mean the physicists, | amwlling
to bet, will look at their role as dealing with the
radi ol ogi cal side, the source problem the functioning of the
unit, etc., etc., because clearly, there's a liability issue
her e.

MS. HOLAHAN: | was just referring to sonme of the
comments we received.

MR. AYRES: And | think it's very appropriate
because al so the physician is often unconfortable dealing at a
detail level with the machine; the understanding of error
nmessages and peculiar nodes of operation and so forth. So
what the whole thrust was, was to try and stay in state and
regul atory | anguage, which the authorized user and a
physicist -- W want a nedical expert and a nmachi ne expert
there when treatnent's going on. But you can't quite put it
that way, in regulatory space.

MS. STITT: Wiy can't you?

MR. AYRES: Well you have to define, and then

you' d have to define -- we'd have to go further than our
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regul ations currently do and define nedical expert, which we

really sort of do with the other end, but define machine

expert. Since we're not witing new regulations we're trying

to make this fit.

MS. STITT: Well the two aspects of energency

really do cone down to nedical and radiation safety and

don't know that you have to necessarily define, but just to

make people realize and you can again use an exanple to

indicate that. 1 think we could use what we've got here which

is nicely stated and then refine it by using sonme exanpl es.
MR. CAMPER:. Ckay.
MS. STITT: Those certainly were the comments
that | had.

MR. CAMPER: So Item F of 11.21. We'll be

| ooking at Item 2F of 11.21, adding sone exanples as a follow

on.

MS. HOLAHAN: O possibly 2C.

MR. CAMPER: O possibly --

M5. HOLAHAN: The last [ine of 2C indicates
procedures shoul d specify situations when surgical
I nterventi ons may be necessary --

MR. CAMPER: Yes, you're right.

M5. HOLAHAN: -- and the steps that shoul d be
taken in the event that surgical intervention is required.

MR. CAMPER:. For exanpl e, dah, dah, dah.
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MS. STITT: And you could certainly go back to
sone of the problens that have passed through our desks as
cases that have actually occurred. You don't even have to
make them up; they're there.

Are there other comments on the energency
procedures section?

MR. QUILLEN: | don't have any comments on this
section.

MS. STITT: You don't have any energenci es where
you wor k.

MR. QUILLEN: That's for doctors and physicists
to take care of.

MS. STITT: Any other comrents on that section?

How did we get to the end of the paper? Does that nean we're

done?
MS. HOLAHAN: No.
MR. CAMPER:  No.
MS. HOLAHAN:  Sorry.
MR. AYRES: | was summari zi ng the changes and we

of course hopped around in the various sections, and then the
| ast one, Energency Procedures, caught everyone's attention
and we sort of dove into that one.

MS. STITT: O all the things that | | ooked
through it was one that | think raises a | ot of questions and

becomes one of the very inportant ones.
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MR. CAMPER: That's fine. When we get to the
part where we tal k about the presence of the authorized user
and the physicist it would be interesting to get sone thoughts
fromthe commttee nenbers as to whether or not those are in
fact -- that dual requirenent is in fact a reasonabl e an
appropriate requirement. There has been sonme coments of a
negati ve nature about that.

MS. STITT: Let me change text --

MR. CAMPER: But not that nmany.

MR. AYRES: | get an occasional call, but it's
not --

MR. CAMPER: It's particularly problematic in the
context of PDR, and the nore criticismlevied.

MS. STITT: Yes, right. And maybe that's just a
whol e section to itself.

Let me stop. We were at page 2, and kind of
fumbl i ng around. Everybody's been through this. Let ne just
go across the commttee, and starting with Trisha.

Of the things you were going to | ook at today,
name the ones that are at the high point of your list that you
want to make sure we hit.

MS. HOLAHAN: Training. Probably PDR

MS. STITT: Training, PDR

MS. HOLAHAN: The energency procedures, which
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we' ve al ready addressed.

Was there one nore, Bob? I'mtrying to think.
There was one other one in here.

MR. CAMPER: In your training comment, you're
t hi nki ng about the physicists --

MS. HOLAHAN:. Yes. Physicists, the nurses,
everybody that's involved. And the QA/QC

MS. STITT: Okay. Larry? |In the whole docunent,
what are the biggies for you?

MR. CAMPER: Well energency procedures, of
course. And the question of the mandatory presence of the

aut horized user and the physicist, and whether or not that is

overall considered to be a reasonable request, particularly as

it relates to PDR. Simlarly |I have sone thoughts and
concerns about the training. On the physicist in particular,
in the sense that what we have then, is we've taken the
exi sting tel etherapy physicist in the regul ati ons and
attenpted to make it fit for the use of HDR. Now I think that
ultimately the way to solve that is to do a better job in the
regul ati ons of defining a nmedical physicist and perhaps sonme
categori es of nmedical physicists, specific by nodality. But
just sone thoughts as to whether or not that approach to the
training for the physicist is appropriate and reasonabl e.

MR. AYRES: And | don't think OGC is going to |et

us get away with anynore that there should be an authorized
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user, nedical physicist present.

MS. STITT: You nean the word "shoul d" or what do
you nean get away with anynore --

MR. AYRES: Well they're not going to allow us to
say we require themto be there because that requires
rul emaki ng.

MR. CAMPER: That's right. So anyway, those were
my big picture itens.

MS. STITT: Okay. The one | had to add to is
fractionation. That's a bugga boo that |I've -- and others
you' ve al ready naned.

How about you, Dr. Quillen?

MR. QUILLEN: The nedical physici st
qualifications is the issue that | had at the top of ny Ilist.
lt's 8.5.1.

MS5. STITT: Okay. And did we get everything on
your list, Bob?

MR. AYRES: Yes.

MS. STITT: | just want to nake sure. W spent
|l ots of time on these big issues, and if everything else is --
there will probably be sonme rapid page turning, but -- Because
this is not newto this group; we' ve discussed this since |'ve
been a nmenber of this commttee.

MS. HOLAHAN: Which is fine. It makes it a

littl e easier.
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MR. AYRES: 1In the comments |'ve received to date
the only major technical -- the issue that was raised fromthe
written comments has been by one state, thinking that the

requi renments on PDR should be a ot nore restrictive than they

are.

MS. STITT: | wonder what state that is.

MR. AYRES: Illinois.

MS. STITT: | was going to say --

MR. CAMPER: That's interesting. WelIl maybe when
we get down to PDR it'll be kind of interesting to see what

their thoughts were.

MS. STITT: And | think we're going to do PDR as
a separate. |Is that all right?

MR. CAMPER: However you like is fine with ne.

MS. STITT: Try to break this down.

Al right. 1'mback on page 2 then, and | think
that we just need to nove through the things that seemto sit
pretty well with people, and don't have to discuss each item

MR. CAMPER: That makes sense to ne.

MS. STITT: Radioactive material is Item6.

MR. QUILLEN: | have an item at the top of
page 2. And it relates to the difference in the way states
operate and the NRC operates. And that is, in the top
par agraph, that you're saying you cannot conply with certain

of your existing regulations therefore you're providing
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alternative | anguage and |icense to cover those.

I n our particular state as an exanple, if you
have a regul ati on you cannot through a guide, which is this
type of a docunent, change that regulation unless that guide
goes through a regul atory process.

MS. HOLAHAN: Even through the exenption process?

MR. QUILLEN: They woul d have to ask, and you
woul d have to play the ganme, where they ask for the exenption
and then you grant it to them but you cannot change the
regul ation through a guide, which is basically --

MR. AYRES: Well, we're not here either. \What
we're doing is we're providing the information that they
shoul d provide to ask for these exenptions.

MR. QUILLEN: | understand what you're saying.
understand the --

MR. AYRES: [It's a fine point.

MR. QUILLEN: -- the fine point you' re doing
here, but |I'mjust saying --

MR. CAMPER: And what's happened here, Bob,
is -- it's an excellent point you raise. And what's really
happeni ng here is sort of a backwards way of doing this whole
process.

| nmean what we have here, we have an energing
technol ogy that's enmerged since the regul ati ons were devel oped

in "'87, then in the mdst of this emerging technol ogy we have
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a serious event of consequence, patient death, subsequently

foll owed by an effort on our

I npose through either

part to enhance gui dance and to

t he exenption process or the inposition

of conditions what we hope is a reasonable | evel of regulation

for this nodality,

radi ol ogi cal

particul ar

consequences,

But you're right,

MR, QUI LLEN:

just telling you that.

is, all

MR. AYRES:

whi ch has obvi ously significant

possi bl e.

it's a strange way to go about

You' re going about it -- In our

state we coul d get

el |,

chal l enged on doing it. [|I'm

t he advantage of this of course

of these standard |licensed conditions as we call the,

whi ch are exenptions in lieu of. You go back and | ook on

page 38, all the conditions are alnost all in lieu of to

change the requirenents that can't be nmet in the existing

regul ations by renote afterloaders. |In other words, you can't

count the sources and that sort of thing.

and this is al

The advantage of doing this way is we go through

pre-approved by particularly OGC, so we don't

have to run every tine a license conmes in fromone of these

devices this doesn't

have to go over to OGS for -- These

exenptions can be granted by regions wi thout comng into

headquarters and getting them approved for every license every

tinme,

agai n and agai n.
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MR. CAMPER: It's interesting again your conment,
in the sense that, if |I look at Part 35 today and | | ook at
brachytherapy | see really two significant flaws in
regulations. One is that, we need to do sone adjustnment with
regards to 35.400, which is brachytherapy at |arge. | nean,
the fact that we list specific sources for exanple as opposed
to saying, for any use which has a seal ed source and device
registration on record. And that's what we really should be
sayi ng.

In the second one of course is HDR. HDR is
uni que enough and the consequences of its use are serious
enough that it warrants a separate subsection.

MR. AYRES: Actually it's in the entire renote
af t er| oadi ng.

MR. CAMPER: That's right. Now we have a ruling
by OGC that HDR is captured under the 35.400, and we have
tried to work to clarify then what we expect. But what we
ultimately want to do is to nake it explicit and clear in the
regul ations, put it through the due process and so forth.

And we were going to go down a pathway -- We had
made a decision at one point to pursue specific changes to
Part 35 that dealt with brachytherapy only, and we were going
to go through sort of -- if such a thing exists -- an
expedited rul emaking to deal with these issues. But then a

deci si on was subsequent nmade to do it all as part of the major
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revision to Part 35. Because, well you know we have the
Nati onal Academny of Science report, and we want to take a | ook
at that, bring that to bear. And so we're doing it all as one
maj or effort. But | agree with you totally. | mean not the
way | would prefer to do it, but given the technol ogy and the
possi bl e consequences we had to do sonet hing.

MR. QUILLEN: Well | understand what you're
doing, but |I'mjust saying that presents a particul ar problem
in our state. We have a statute which says, you can't nake
policy through this kind of a thing, you have to go through a
regul atory process.

MR. AYRES: Well, we do too in a sense, and so
sone of the language in there in fact has to be changed.
Where there are sone "shalls" or "nusts" they have to be
changed to --
HOL AHAN: " Shoul d".

AYRES: " Shoul ds".

> 3 B

CAMPER: That's right.

MR. QUILLEN: That's what | was going to follow
up on because there are shalls --

MR. AYRES:. Yes, that's got to be fixed.

MR. CAMPER: And you're right, we have to cl ean
that up. We can't use "shall"” in a guidance docunent. W had
a couple of "shalls" | think yesterday and we were focusing

upon "shoul d". Excuse ne, we didn't have "shall", we had
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“must "

MR. AYRES: Sone of that.

MR. CAMPER: You can't use "nust" either.

MS. STITT: |Is that stronger than shall? | think
so.

Do we need to do this line by line?

MR. AYRES: | think that sort of thing has al
been well captured by OGC s comments.

M5. STITT: Does Item 7 also relate to the
di scussion that we're having right now, "Purposes for \Which
Licensed Materials WIl Be Used". 1Is this the sane probl em
you have within the state, that other states may al so have?

Ot her comments on 6 or 77

MR. QUILLEN: There's a note at the bottom of
page 2. |'mnot sure whether it goes to the top of page 3,
but | couldn't understand --

MS. HOLAHAN: No, it's just separate.

MR. QUILLEN: At the top of page 3 it just says,
on ny copy, "registration certificate for the device, and/or
source, period."

MS. HOLAHAN: Oh, then that is part of the note.

MR. CAMPER: It follows on fromthe note on the
bott om of page 2.

MS. HOLAHAN: Yes, that is part of the note.

MR. QUILLEN: Ckay. |Is there a brachytherapy
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nmodul e regi stration certificate?

MS. HOLAHAN: No. \Where it says, RAL
brachyt herapy nodul e, just that's the footnote at the bottom
of each page.

The note should be three lines and the |ast part
of it goes from"as set forth in the registration
certificates."

MR. QUILLEN: Okay. 1've misread it then.

MS. STITT: How about other comrents you have on
page 3 and page 4?

MR. QUILLEN: On the bottom of page 4, the | ast
two sentences --

MR. AYRES: Mne's been fixed. | couldn't follow
him then | see it. | have a copy where --

MR. CAMPER: You have the only correct copy.

MR. QUILLEN: So you have the correct copy with
the verbs in the sentences then, right? The last two
sent ences need verbs.

MS. STITT: Say that again, the l[ast two
sent ences what ?

MR. QUILLEN: Well for exanple the |ast sentence
says, "In addition the manufacturer's nane, address and
t el ephone nunber for each device requested.” It has to be is
requested, are requested --

MS. STITT: We have an inconplete sentence,
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fol ks.
MR. CAMPER: Ckay.
MR. AYRES: \here are you at?
MR. QUILLEN: Right here.
MS. HOLAHAN: The | ast paragraph.
MR. CAMPER: The bottom of page 4, Bob.
MR. QUILLEN: This one here, the change is nade.
MR. AYRES: And that's actually "charged", it

shoul d "changed".

MS. STITT: Comments on Item 7? Are you ready to
nove to ltem 77?

MR. QUI LLEN: Sure.

MS. STITT: Okay. Item 7, "Purposes for \Which
Li censed Material WII| Be Used".

You' ve got sone copy there. Did anything conme in
from your associates that we need to tal k about?

MR. AYRES: Mnor editorial, except the OGC is
again querying the basis for allow ng broader use of the
sources. For exanple on page 5, Item 7, third sentence, it
says, "One of the objectives listing in the 35.400 is to
ensure the seal ed source is used has undergone sone
appropriate safety review. "

VWhat is this based on? |It's not apparent in the
| anguage that the registry and so forth -- And down at the

bottom t hey say, "The seal ed source safety section concl udes
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the regi stered sources which pass testing criteria for
institutional use, could be used for intercavity or topical.
And again, we'll have to westle sonme of these out.

This appears to be a generic exenption, which is

not perm ssible. W have in fact been doing this in current

| i censing practice, so there are some of these things that OGC

I s agai n bal ki ng on.

MS. STITT: So is that sonmething you have to dea
Wi th outside of the subcomm ttee issues.

MR. QUILLEN: That was one of my questions, which
is nore a challenge for you people than it is for ne. When
you tal k about intraoperative or non-human use, and in
particul ar non- human use, you're getting into experinmental
procedures or ani mal procedures, and that certainly -- well it
shoul d be described in sufficient description detail. There's
a very subtle way of saying, you' ve got a |lot of things you
need to tell wus.

MR. AYRES: Yes. And | have sone comments on
that -- about that froma couple of the comments sheet.

One of the problenms that comes up here and | was
trying to address with this |[anguage, the seal ed source and
devi ce of safety reviews, often separate but can be done
together. In other words you can have a registration
certificate on the source. You can have a registration

certificate on the device. And then in some cases you have a
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registration certificate on the conbinati on of a source and
devi ce.

There's three maj or HDR devices used in the
United States currently, and there may be sone nore com ng
which is the Omitron and it's successor, and the Nucletron
and the Ganmaned.

Well the reviews have been done by nultiple
entities, agreenent states and us. And the | anguage in them
on the use of the source varies all over. Sonme of the
regi strations state what the source can be used for, and
others conpletely ignore it. So, to try to put some | anguage
in here that can be used in accordance with the limtations on
the registration certificate doesn't work very well. And so
tried to actually say what you could use them for

MR. CAMPER: Bob, | have two questions for you.
Hel p ne out here with sonmething. | haven't | ooked at this for
a long tinme. But |I'mstruck by a couple things. The last two
sentences of the first paragraph.

MR. AYRES: Which page?

MR. CAMPER:. O page, of item 7 on page 5. W
say, if you intend to use a source for purposes other than
specified in 35400, you should request and receive an
exenmption to the regulation prior to use.

Now, they nmay al so choose to go the route of

havi ng the source or device reviewed and approved. And |
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beli eve the material that you submt is set forth in 32.210,
is that correct?

But, in reading this, it's not as clear to ne
that the reader would understand that you have an avenue
avai lable to you. [If a manufacturer has chosen not to have
t he source or device reviewed and approved for a particular
use, that the |icensee can also submt the sanme kind of
i nformation, go through the same process that a manufacturer.

MR. AYRES: |[If you look at the first paragraph,
page 2, | refer themto the guide for Preparation of
Application for Radiation Safety Eval uati on Registration of
Seal ed Sources Containing -- which is what they would foll ow
to do this.

And there's an error there which I'll correct.
refer to both guides as 10:11. One's 10:10, one's 10:11.

MR. CAMPER: Let ne see, where were you?

MR. AYRES: |Item 6, first paragraph, on page 2.

What | do is, | talk about the radiation safety
eval uation and | cite the guidance for having that done. |
could go back to the section that you're referring to and re-
cite it. That's where the process for --

MR. CAMPER: ©Oh, okay. Maybe what you m ght do
right there is insert a sentence that would rem nd them of
that. Because if they're reading that and they think, well

|'"ve got to go the exenption route, well that's not the only
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way. COkay?
Al t hough, | guess that would ultimtely result in

an exenption too.

MS. HOLAHAN: They'd still have to get an
exenpti on.

MR. CAMPER: There would still be an exenption
but it's alittle bit different, | think, than we set forth.

MR. AYRES: Yes.

MR. CAMPER: Then, in the final sentence -- and
again - help me out with this, | just can't recall. Medical
br oadscope |icensees are not limted to the conditions that

you specify in 35400. But even a broad can only use it, can
they not, for a use that's been revi ewed and approved?

MR. AYRES: According to Steve, seal ed source
devices -- | didn't think this case -- | was trying to clarify
that. M understanding is a broad can design their machine
and not have to have it reviewed.

MR. CAMPER: Ckay. | understand that and | think
|'ve heard that too. It would be interesting for nme --

MR. AYRES: That canme up with intravascul ar about
device review for these --

MR. CAMPER: Well, it would be worthwhile to
fully understand or revisit why it is that even a broadscope
could do it absent that particular device or source being

reviewed for such use. Clearly broad scope institutions have
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a higher |evel of sophistication and can probably use these
things safely. But it would be interesting to know the
intricacies of the regulatory basis for that to occur.

MR. AYRES: Yeah, | don't fully understand that
either. In fact | know there are sone exceptions. Like one
broad scope |icensee recently discontinued -- built their own
HDR. And in fact it had a custom review, Howard.

MS. STITT: Howard University.

MR. CAMPER: That's interesting.

"' m not saying that's not acceptable. [|'mjust
saying I'ma little bit perplexed as | sit here renmenbering
all the intricacies of just how that happens and what the
regul atory nechanismis that allows it to happen.

It's something that | would like to take a | ook
at, at some point.

MR. AYRES: Well, OGC has conpetence in this
ar ea.

MR. CAMPER: That's interesting. Ckay.

MS. STITT: So, then, how are we doing on item 7?
Did we go through the issues you had?

MR. QUILLEN: Have you had any veterinary school s
apply for this.

MR. AYRES: Yes. Well, |I'mnot sure we have.
know Seal ed Source and Devices got involved in the approval of

what they call the pig wire which was a HDR source intended
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for experinmental use on the intravascular area with pigs.

Whet her we -- a nunber of veterinary |licensees
are very small. Vhether any of themare using ACR, | don't
know.

MS. HOLAHAN:. Most of it's broadscopes that are
doi ng the veterinary worKk.

MR. AYRES: A broadscope could be doing it and we
woul dn't know about it.

MS. STITT: That's probably the places that would
be doing it.

MR. QUILLEN:. Well, it's not a nedica
br oadscope, it's a university broadscope.

MR. AYRES: Yeah.

MS. HOLAHAN: Well, many of our broadscopes are
uni versity broadscope which would be broad research and broad
medi cal .

MR. QUILLEN: The reason | say this is because
our veterinary school has their own |inear accel erator and
they do their own --

MR. AYRES: Oh, yeah. W clearly have veterinary
tel etherapy installations. | know that. But |'m personally
unawar e of many veterinary applications of HDR by our
i censees.

MR. CAMPER: Similarly, |I'munaware of any.

MS. HOLAHAN: Does CSU have one?
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MR. QUILLEN: CSU has a linear accelerator. So,

I'"m just assum ng that the next thing they'll want --

MS. STITT: The next step is HDR. Well, our vet
school has our old cobalt unit. But if it's going to happen,
it's going to happen in his state. If HDR is used at the
vets, that's where it will start.

Ot her issues on item7? Trish, no?

MR. QUILLEN: None here.

MS. STITT: Bob?

MR. AYRES: No.

MS. STITT:. Everybody's happy. Are we ready to
nove to item 8, authorized users?

" mgetting a couple of shakes over there.

Let's see, am| right. |Is this part of our
i ntense area of concern |ist?

MS5. HOLAHAN: Yes. Now let me -- what | wanted
to say is there are sonme issues that are applicable to all of
t he nodul es that are being devel oped that have actually been
nmoved up into the body of 10.8. So if you notice under
aut horized users, there is no physician authorized users, that
I s because that is dealt with in the body of reg 10. 8.
Because it is the regul ati ons, per se.

MR. CAMPER: \Why don't you just expand on that a
little bit, so that Bob and Judith would fully know how t he

staff is doing that.
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MS. HOLAHAN: Okay. As part of the overal

effort we are revising what is currently 10.8. Sort of
updating it now. At this point we haven't updated the
appendices and | think that is something that we'll explore a
little further. Then it wll all be tied in and folded in to
t he busi ness process re-engi neering |licensing manual .

But what we have done with devel oping these
I i censi ng
nodul es, is take out those itens that are applicable to al
nodul es. For exanple, who do you submt your license to?
Basically, training for authorized users, waste nmanagenent,
certain types of equipnent are addressed up in the body.

And that's why, in sone ways, as you go through
you may feel that there are things that are m ssing. They
m ght be m ssing fromthe nodul e, but not up front.

M5. STITT: Got it. So, at item 8 under
aut hori zed users we're | ooki ng at physicists, authorized
af terl oadi ng physicists and that's the substance for section
8.

MR. AYRES: Yeah, that's correct.

MS. STITT: Okeydoke. Let's junp into commentary
then. The section that follows that is training which is
anot her high-priority topic.

Trish, you spent a ot of time on this. Why don't

you summari ze the issues that are your areas of concern and
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any feedback that you've gotten.

MS. HOLAHAN: Okay. And maybe 1'll |et Bob
address the physicists first and then I'lI|l get into the
nursing staff.

MS. STITT: Okay.

MS. HOLAHAN: Bob, do you want to focus on the
comments that --

MS. STITT: The comrents that you' ve been
getting.

MR. AYRES: Not really very many. This is one of
those areas that | think we are certainly headed for in
general with part 35, if we ever get there.

| think the feeling fromthe conmttee and al
the input I get, and of course, from sonme physics professional
soci eties, of course, is that a nedical physicist is a
necessity for a brachytherapy programin general, but a high
dose rate in particular. Obviously we agree with that
position with relationship to the high dose rate program

The probl em becones, again, this regulatory --
making it fit. We don't have a description for other than a
tel et herapy physicist. So what we've done in this is tried to
expand on that a little bit and define what we nean by
brachyt herapy physicist. Wthout saying -- we'd be very happy
to have you substitute brachytherapy experience for

tel et herapy experience, et cetera.
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MS. HOLAHAN: And that, again, if you recall, was

one of the issues we discussed, should they have specific
experience with HDR. Currently, the way the regul ations are
written for a tel etherapy physicist, is they must have
experience with a teletherapy unit and they nust understand
t he tel etherapy regul ations.

Wel |, again, as Bob says there is no regulatory
basis for the brachytherapy physicist, but we feel that it's
I mportant that they have HDR experience. So if they've cone
in and said no, we haven't done tel etherapy but we've done all
this brachytherapy HDR work and we'd like to be |icensed as a
HDR physicist, then we are considering that as equival ent
experi ence.

MR. AYRES: And we conclude with the fact that we
made need to bring sone of these to the committee.

MS. HOLAHAN: Ri ght.

MS. STITT: Well, you've used the phrase here,
experience. And one of the things that |1've kind of groused
about in the past was terns that were sort of nade-up terns.

Granted, tel etherapy physicist has been in there
for a while, but the physics comunity doesn't have specific
i censure any nore than the nedical community does for a
brachyt herapy physician. | mean that's not a board
certification. 1It's not even a certificate type of thing.

But that's not to say that experience in
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tel et herapy or experience in brachytherapy can't be -- | think
those are different sort of things. It may not sound that way
but I think that the way that the community actually works,
they are different.

MS. HOLAHAN:  Yes.

MS. STITT: |In the other issue -- and as you read
through this, it's relatively mld mannered -- the issue of
renote afterloading which is what this nodule is. Wen you
nove to high dose rate renote afterloading is really one of
intensity, not only the source, but the involvenent.

| think probably some of the comments that you
get Bob, have to do with comunities where the physics support
is by contract and sonebody conmes by and | ooks at your cesium
stock and reviews your plans. And that's very different from
being there on site when you're using a high dose rate source.

| think that's really where the problens can
really develop so far as adm nistering therapy. Can we, can
t he NRC address that. We'|ll get to that when we get to the
presence of authorized users.

MR. AYRES: -- Was in fact one of the things we
were trying to change. Because the practice was, in fact, in
many |icensees, continuing. The physicist was a contract
physi ci st who dropped by occasionally and was not necessarily
or often was no present during treatnment.

MS. STITT: Right.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

46
MR. AYRES: O even during the treatnent

pl anni ng, in some instances.

MS. STITT: And that's probably an adequate node
of function, under some circunstances. When you change that
remote afterloading fromlow dose rate to high dose rate,
don't think it is.

MR. AYRES: No.

MS. STITT: \What are you getting from your
f eedback? How does the conmttee review this particular issue
-- 1 guess we've sort of already noved on to the presence of
t he authorized user.

MR. AYRES: Well, the only formal input we've got
on this, of course, is fromone of the physics professional
societies who think part 35 should be changed to require
medi cal physicists for all brachytherapy.

MS. STITT: For all brachytherapy?

MR. AYRES: Yes.

MS. STITT: Gee, do you think they have anything
to gain by this?

MR. AYRES: But, in particular in renote
afterl oading in high dose.

MS. STITT: | guess |I've strayed. |'ve noved on
before the a descriptive --

MR. CAMPER: |'ve got a couple

MS. STITT: To get us back on track here.
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MR. CAMPER: | had a couple of comments here on

t he physici st training.
Let me just sensitize the commttee nmenbers to a
coupl e of things about the dilemm that we find
ourselves in today. And again, this sort of gets back to what
Bob pointed out, Bob Quillen pointed out earlier this norning.
Kind of where we are and how we are approaching this thing.
You know, we refer here in the guide to the
training specified in 35.961. Well, if you go | ook at the
training in 35.961, you'll find again, as in all of our
training requirenents, we've got the certification route and

certain board certifications are identified. And then we have

the so-called "or" pathway which is a degree of some type of
academ c training and sone specified and specific experience.
Well, there are two things that we need to do
when we start the revision of part 35 to really tackle these
issues. One is -- first of all 35.961 is tel etherapy
physicists only. What we need to do is explore with the
medi cal physics comunity what we should do. Should there be
a nmedi cal physicist identified in the regulations and in
certain subparts that are identifying tel etherapy physicists
or brachytherapy physicists or whatever. But we can't solve
t hat now, but nust bear in mnd for the future.

The second thing really is that we accept certain

certifications. For exanple, we accept certification from
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t he American Board of Radiology in therapeutic radiologic
physi cs; Roentgen ray and gamm ray physics, x-ray and radi um
physi cs or radiological physics. Then the question that we
will have to re-explore is are those board certifications
addressi ng the question of brachytherapy, renote afterl oading
being required in training prograns that often lead to
studying for the certification exam nation

For years, the agency has relied upon -- every
time you see a board certification or regulation, the process
t hat has been gone through historically is we have talked with
t he boards and determ ned what they are actually requiring of
their residency certification prograns, and then we ultimtely
bring that board certification to the advisory commttee on
t he nedi cal use of isotopes and they say, yes, this would seem
to be adequate and you may list it in the regulations as being
accept abl e.

Well, there's been sonme criticismin recent tines
about whether those boards are or are not requiring training
that we think is appropriate. And perhaps maybe we have even
been nmislead to sone degree. O what we were once told as a
commtment is in fact not going on today.

And |I'm not saying that's either true or not
true. |I'mjust saying it is something that we will have to
expl ore when we revise part 35 and see what board

certifications really nean.
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The other thing that comes to mnd is, if I |ook

at this training experience -- and this is just so you'll have

a real world understandi ng of what we've run up against. You

go to the "or" pathway, it identifies certain nasters or
doctorate | evel degrees in physics, biophysics, radiological
physi cs or health physics that has conpl eted one year of full
time training in therapeutic radiological physics and an

addi tional year of full-tinme work experience under the
supervi sion of a teletherapy physicist.

Now, that poses a couple of problens for us. One
is that we get people who cone in with degrees, for exanple,
w t h backgrounds in engineering. But yet they have had work
experience and training in the nmedical physics arena. So then
the question becones is that an equival ent academ c
preparation conparable to a degree or masters degree in health
physi cs?

And then the idea that if one | ooks as the
regulations literally, why do | have to get one year of
supervi sion under a tel etherapy physicist? What if |'ve been
wor ki ng for one year under a brachytherapy physicist,
particularly one dealing with HDR. Now, obviously that's nore
apropos if you are trying to do HDR.

But it is a problemw th some of the existing

regul atory | anguage.

So what we've tried to do then, having said al



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

50

that, is on page 6, item 1, bring to bear the fact that we're
| ooki ng for experience in HDR or PDR sources. But npst of
the tinme, we can work our way through it when we get these
unusual outlyers. W were about to bring an engi neer who
wanted to do HDR brachyt herapy but then we pressured that

t here wasn't enough experience and they withdrew the request.
And he's getting nore experience.

MR. AYRES: We're processing one now.

MR. CAMPER: | share that with the commttee to
ki nd of sensitize you to a couple of the problens that we see.
I recognize that eventually we will have to do sonethi ng about
it in the regul ations.

But with those kinds of problenms and issues in
m nd, does it seemthat we have put forth the best possible
effort at this tinme under 8.5.1, items 1, 2? To capture
pertinent HDR or PDR experience.

MR. AYRES: Item 2 is a policy issue that Janet
raised and | don't know if it's been resolved.

MS. HOLAHAN: Not yet.

MR. AYRES:. Apparently, it's in the old reg guide
but it's not really in part 35 about whether we accept
equi val ency from NRC.

MR. CAMPER: We have not resolved that yet.

MS. STITT: Do the attorneys have sonmething to

say about that or is that not their area?
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MR. AYRES: It's not a -- it's not provided for

in the present part 35 is my understandi ng, as one of the
acceptable certification nethods.

M5. HOLAHAN: It's |listed as a --

MR. AYRES: Licensee.

MS. HOLAHAN: |icensee or user.

MR. QUILLEN: Well, ny comments include that
particul ar issue, but they also because -- you've defined
t el et herapy physicist which you have in the existing
regul ati ons, now you've got a brachytherapy or nedi cal
physicist which is not in the existing regulations.

MR. AYRES: Right.

MR. QUILLEN: And not in this guide, either, as a
definition. So you've got two terns here that are undefined.

MR. CAMPER: Those two terns being what, Bob, |'m
sorry. Tel etherapy physicist.

MR. QUILLEN: Tel et herapy physicist or nedical
physi ci st .

MS. HOLAHAN: And | think our interactions to
date with the community have indicated that we should, to
i nclude the ACMUJI, that we should go the direction of | ooking
to have a broad nedical physicist with specific, you know,
requi rements underneath, depending on what they're going to be
doing. |If it's other than board certification.

MR. AYRES: If we actually formally include one
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or both of these revisions of part 35 they would clearly need
to go into this definition part, 35.2 is it?
M5. HOLAHAN: Right. Correct.

So, are you suggesting that it should go into the

gl ossary?

MR. QUILLEN: Yes, if you are going to use the
terns.

MS. HOLAHAN: Okay. Maybe use one, but not both.

MR. QUILLEN: Medical physicist is sufficient, |
t hi nk.

MS. STITT: Right. Could we just use nedical
physicist? | think it |eaves plenty of |leeway. It may be
easier to --

MR. AYRES: That's what | used if you notice the
first sentence.

MS. HOLAHAN: Except that the title calls it an
aut hori zed RAL physicist and | think we're getting into
confusing --

MR. AYRES: | was making an attenpt here, and of
course one has to do the dance with OGC on this whol e area.
But making an attenpt here to use nedical physicist and then
sub divide down below that. You want experience in the areas
in which they're applying to do work, of course.

MR. CAMPER: Yeah, | think nedical physicist

woul d be the nore commonly accepted term
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MR. AYRES: It is within the industry, is ny

under st andi ng.

MS. STITT: Right, it certainly is. And it neans
you don't have to cone up with definitions that are viewed as
being artificial by the industry.

MR. AYRES: |It's a case here that | think the way
that part 35 was structured, that tel etherapy, being the ol der
technol ogy had the bad accidents first and got this area
addressed in the detail that we're now --

MR. QUILLEN: Can | ask a broader question here?
The gui de pertains to not just high dose brachytherapy or
pul se dose rate brachytherapy. It also says it applies on
page 1 to | ow dose rate and if you ever have it, a medium dose
rate.

If | read the guide, it says here, | could read
it to say that if | have a |ow dose rate facility | wouldn't
need a brachyt herapy nedical physicist's qualifications
because they' re not covered in this section.

MR. AYRES: Right. It says for HDR and/or PDR
That's where we feel a physicist is essential at this point.
We're not inposing it on LDR

MR. QUILLEN: That was intentionally?

MR. AYRES: And it goes along with an argunent
which | agree with. And until we change part 35 if we wish to

address it then, it's correct. | think it is a very cognizant
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argunent that if we inpose any additional requirenments beyond
those that we really, really feel are necessary on | ow dose
RAL, renote afterl oading, we discrimnate against an

advant ageous ALARA procedure as opposed to conventional renote
af terl oadi ng brachyt her apy.

So, any additional requirenment that we put on LDR
just discrimnates against that technol ogy. Because the
hazard | evel other than a mechanical failure, at |east on dose
rate-wise, is no different than conventional brachytherapy.

MS. HOLAHAN: And we haven't been specific and
we'l |l discuss that tonmorrow in the manual in terns of the
requi rements for a physicist, except generally along with
ot her nmedi cal support staff; a dosenetrist, etc.

MR. AYRES: That's the way |'ve treated LDR in
here. To try to not inpose anything above and beyond what we
| mpose upon conventional brachytherapy. Except those things
that are appropriate because the quality controls on the
device and that sort of thing. And in lieu ofs for inventory
and sources and so forth.

MR. QUILLEN: MWhat if somebody cane into you with
an application that said ny experience is in |ow dose rate
remote afterl oadi ng technology and now I want to use high dose
rate?

MR. AYRES: You nean a physicist?

MR. QUILLEN: Yes.
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MS. HOLAHAN: Who was not board certi -- who did

not have any of the certifications in the regul ations.

MR. QUILLEN: It says in here that you don't have
to provide that information, specifically.

MR. CAMPER: \Where Bob?

MR. QUILLEN: In 1.

MR. CAMPER: Now, for HDR t hey do.

MR. QUILLEN: | know. But | said what if
sonebody has that kind of experience and conmes in?

MR. CAMPER: Well, if you go down to 1 though, it
says include information on the individual's experience in the
use of HDR, PDR, RAL, brachytherapy and use of dosinetry
systenms used to performthe calibration neasurenents of HDR

| f someone canme in with only LDR experience they
woul d not be satisfying the criteria they were asking for in
item 1.

MR. AYRES: And there certainly does -- the
calibration of the sources between LDR and HDR are
substantially different.

MS. STITT: What comrents have you been getting?
| mean this has been out for a while.

MR. AYRES: Very, very little. Alnost nothing on
the physicist. Wat we -- the coments generally cone in two
cl asses; and they've been very small across the board.

It started with process with bulletin which is
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where nost of this originated. And the comments have been
froma few physicians |ike how dare you tell me | have to be
there to take care of ny patient.

The physics side has been really quiet except the
prof essi onal organi zations and al nost all medical physicists
are --

MS. STITT: Very supportive.

MR. AYRES: All lined up right behind the other
i n support of it.

MS. STITT: \What a surprise.

MR. CAMPER: Well, they tend to favor board
certification.

MS. HOLAHAN: That's right. They would prefer
that we only had board certification.

MR. CAMPER: But, again, we can't only rely on
board certification.

MR. AYRES: The other general comments we heard
nostly fromthe commttee were nostly fromthe econom c side
of this issue.

MS. STITT: The other aspect of econom cs i s when
you don't do it correctly. It beconmes very expensive.

MS. HOLAHAN: Very economcally --

M5. STITT: So, | think this is not an issue --
well, | think this is an issue that nmany people would agree

with and we're happy with the way it reads.
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MR. AYRES: | guess ny personal position is here
alittle bit, if we require it, it sort of levels the
economcs a little bit.

MS. STITT: How do you nean?

MR. AYRES: That doesn't give an institution the
option of not having a nedical physicist and trying to conpete
with an institution that does in a nore thorough manner with
trai ned professionals.

MR. CAMPER: Bob, let ne ask you a question.

MR. AYRES: Yeah.

MR. CAMPER: Are we exploring with OGC at this
point? O Trish, have we been exploring this question of
recognition of physicists naned on a state |license?

M5. HOLAHAN: | need to follow that up with Janet
because she had --

MR. AYRES: That was one that Janet was going to

t ake on.

MS. HOLAHAN: | haven't had a chance to discuss
with here.

MR. AYRES: Well, it replies to authorized users,
t 0o.

MR. CAMPER: No, authorized users is addressed in
35.2. Definition of authorized users in 35.2 points out that
agreenents state if your named on an agreenment state |license

it's acceptable.
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MR. AYRES: Ckay.

MR. CAMPER: Yes. |If you go back and | ook at
authorized users, then it goes on to say, identifies an
aut horized user on a permt issued by a comm ssioner agreenment
state specific |license of broadscope is authorized to permt
t he use of byproduct material. |Identifies and authorizes
users --

But it doesn't say that for the tel etherapy
physi cist, and of course it is silent on the term nedical
physi ci st
or HDR physi ci st.

MR. AYRES: Right.

MR. CAMPER: That is interesting. | think from
an operating perspective | would Iike to see the agency be
able to accept the physicists that have been revi ewed and
approved by an agreenent state, but you're right. That is an
interesting policy.

MR. AYRES: Well, Janet's position was to bring
it to your attention as a nmanagenent i ssue.

MR. CAMPER: Well, it has my attention.

( LAUGHTER)

MS. STITT: Trish, | have a question. On the
physi ci an, granted about physicists, but we've made sone
statements here about physicists being present. In 10.8 does

it say physician as the authorized user or the authorized user
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must be present for -- is there a corollary somewhere?

MS. HOLAHAN: It says -- we address that further
down within the guide.

MS. STITT:. Okay, keep going.

MS. HOLAHAN: It's in item 10 in that we say that
t he authori zed user nust be physically present.

MS. STITT: That does appear in this docunent
t hen.

M5. HOLAHAN: It does.

MR. AYRES: We're just -- |I'mjust conpleting the
second or third round on the bulletin where essentially we
have all of our licensees commtted to that authorized
physi ci st user presence with perhaps sone RSOs.

MR. QUILLEN: Let ne interject sonething here on
subpar agraph 1.

| understand what you're saying here, but from
experience |'ve had in | ooking at sonme applications, this is
really kind of vague, what you' re asking for here. [If I could
suggest sone additional |anguage between individuals and
experience if you could put in specific experience?

MR. AYRES:. yeah.

MR. CAMPER:. Bob, in your situation, do you
expect to see or ask for nunmber of cases involved?

MR. QUILLEN: Well, the one case we had to dea

with was actually not in the area but in the gamm knife area.
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MR. CAMPER.  Right.

MR. QUILLEN:. At the tinme we had to deal with it
t here was no gui dance for gamm knife. In retrospect we
didn't do a very good job of it because the person invol ved
cl ai med experience, which in latter viewpoint,we couldn't
docunent .

And that's why | was trying to tighten up sonme of
t he | anguage you have here.

MR. CAMPER: Was there a falsification of
records?

MR. QUILLEN: It wasn't a falsification. It was
just, you tal k about experience, yes, | was there.

MR. CAMPER: Oh, | see.

MR. AYRES: | know of the gamm knife it's an
apprentice-type system

M5. STITT: Isn't that what nedicine is?

MR. AYRES: Well, for both the physicist and the
aut hori zed user.

MS. STITT: You got it.

Well, | have to put in a plug, not that this
group's going to go out and sign up, but | think, as probably
many of you are aware, that it's been many years in com ng
but the American Brachytherapy Society has devel oped a school
of brachytherapy and we're having our first school this

Decenber.
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And the school of brachytherapy is a 14-nodul e

course that will be given over time. This year we're only
going to be able to do three nodules. GYN is a whol e day
session. Half day of intralum nal specifically, lung, 4
sites. And then a half day of system c isotopes, P32,
strontium

And different physicians and physicists in the
field have put together these teaching courses. |'mrunning
the GYN course.

My point is that we will have experience that
fol ks can decide to take or not to take. Institutions can pay
the $1,000.00 to attend the session and this nmay start show ng
up as the trail that you see on qualifications.

We're actually, in the GYN section, doing four
hours of lecture and then four hours of hands-on with phantons
where we can do insertions of applicators, perineal needle
I nsertions and case discussions.

So it's the first organized attenpt that the
medi cal community has been able to put together. |It's really
on- goi ng education in brachytherapy, and it will be all forns
of dose rates.

It's exciting for me to be involved with because
it is sonmething |I've been hoping to do for years. And at
| east gives sonme focus so that if you want to be a

brachyt herapy physicist, whether we call it that name or not,
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there at |least is sone formal education.

MR. AYRES: Are these courses oriented toward the
aut horized user, the physicist or both?

MS. STITT: Both. The course that I'min charge
of has nyself for high dose GYN, Patty Eifel whose well known
in |low dose rate, Beth Erickson is known for her work in
interstitial, and Bruce Thomadsen who is one of the physicists
that was subm tted.

So, our goal is to track physicians and
physi ci sts.

M5. HOLAHAN: It's being given in conjunction
with the ABS neeting?

MS. STITT: Yes. This year the neeting comes
first and then the school is Monday and Tuesday. And then on
subsequent years, the annual neeting is going to be six nonths
off. So that the school is going to be given every Decenber
and the neeting is actually going to be in the Spring.

MS. HOLAHAN: ©Oh, they're noving?

MS. STITT: Yeah, noving the neeting. But that
nmeans that folks can cone, get training in brachytherapy in
great detail. And it will be a conbination of nedical and
physics. In fact Bert Speiser is putting on one of his
emer gency procedure sessions where you have an energency and
proceed.

So, | think it's going to help the community a
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great deal

MR. CAMPER: That's good news.

MS. STITT: And we're here to help you.

MR. CAMPER: That's right, you are.

MS. STITT: Trying to nmake your life easier.

MR. CAMPER: We're all for that.

M5. STITT: On item 8, other coments there?

MR. AYRES: | added the "specific". | |iked that
coment .

MR. CAMPER: | do too, and | would only take it

one step further, Bob.

M5. HOLAHAN: G ve exanpl es.

MR. CAMPER: And |I'm wondering if we should be
requesting the nunber or types of cases?

MR. QUILLEN: This is the next thing |I was going
to say.

MR. AYRES: The only question | have do we do
that for the tel etherapy?

MS. STITT: Do you have to?

MR. AYRES: Under training and experience | think
you sonetinmes get it on the certification

MR. CAMPER:. Well, what the regulation says, and
l'"d really have to take a | ook at the teletherapy guide to
give you an explicit answer. But on a regul atory basis what

we're |looking for is the academ c course, one year full time



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

64
training in therapeutic radiologic physics, which is fairly
explicit, and an additional year of full tim work experience
under the supervision of a teletherapy physicist that includes
the tasks included in 35.59, 35.632, 35.634, 35.641, which all
deal with evaluating the beam the various checks and so
forth.

MR. AYRES: Well, having | ooked at sonme of these,
that's a fairly typical thing to be put down going this route
for an authorized user. But |I don't recall seeing it for the
t el et herapy physicist.

MS. HOLAHAN: The other thing is you are asking
for the nunber of cases and types of uses does not address the
quality control checks that they are required to do which is
what the teletherapy, | think, is getting at.

MR. AYRES: That tends to be nore like the
current one that we have pending that Torre has on the
aut hori zed physici st.

MR. CAMPER: |If you were to do it, your sentence
-- what you do is you put a parenthetical "e.g." follow ng
brachyt herapy where it says include information on the
I ndi vidual's specific experience on the use of HDR, PDR, RAL,
brachyt herapy. For exanple, nunmbers and types of cases.

And then go on to say and the use of dosenetry
systems because Trish, your point is well made, it's not just

about the clinical involvenment. That doesn't satisfy the idea
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of knowi ng the dosenetry systenms and so forth.

MR. AYRES: Yeah, |'ve also got sonme comments on
some of the other material that | mght need to factor in
here. It includes also, of course, what Trish already
menti oned, experience in the QC procedures related to these
devi ces.

MR. CAMPER: \What is the thought of the commttee
menbers? |s there any value in getting that or not? O do
you think just the insertion of the term"specific" before
experience, is that enough?

MS. STITT: | think specific certainly helps. |
t hink you can ask. You don't have to say you nust have x-
many, but you could ask for a listing.

Are physicists accustonmed to that? Physicians
certainly are. Essentially all board certification requires
you to list the nunber of |aparoscopies that you've done by
patient identifier.

MR. AYRES: |'m speculating, but I don't think
so. Mst of the applications |I've seen for physicists don't
tend to put that kind of information in.

MR. CAMPER:. See, what you had --

MS. STITT: Process rather than the case.

MR. CAMPER: If you were to do it, and I'm not
necessarily advocating that we do do it, | think the term

"specific" inserted is a very good suggestion.
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But, what 1'd like to think would ultimately

happen, again, in rule space, is that we'll work with the
physi cs community to define sonme appropriate |evels of
t rai ni ng.

We'll revisit what we have for tel etherapist,
we' Il tal k about medical physicist and they'll help us in
devel opi ng specific words for requirenents. And that may or
may not include sone clear identification of cases.

MR. AYRES: |It's clearly worth exploring revision
of part 35.

MR. CAMPER: So, | think what |I'm hearing, for
now, just the insertion of the word "specific" m ght be
enough.

MS. STITT: Well, and the other thing just to
keep in the back of your mind is certainly, any brachytherapy
but particularly high dose rate is really an episodic sort of
thing, even involving the dosenetry and the QC sort of thing.

So, if at some point of time, the listing of
cases is inportant, rather than the tel etherapy which goes on
all the tinme, all the tine, all the time, but brachytherapy is
a schedul ed event and it wouldn't be unreasonable to say, show
me the nunmber of cases and what they invol ved.

But right now may not be the tine.

MR. AYRES: Yeah, | am aware that some hi gh dose

rate prograns have very low treatnent, a frequency of one of
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two a nonth.

MS. STITT: Oh, right. And that's the other
reason you may want to be specific about that, because
brachytherapy is | ess than 5 per cent of radiation oncol ogy.
Many places it is zero per cent because it is too expensive
and too high risk

Even with | ow dose rate sources, not worth the
effort.

M5. HOLAHAN: So, they could conme in and say
t hey' ve done a year of experience but only have done six
cases.

MS. STITT: That's right. And that's why the
teletherapy is so different than brachytherapy and | don't
think it is unreasonable to hold brachytherapy to sone
di fferent standards.

MR. QUILLEN: We had a facility that lost their
t herapi st, their oncologist and did contract work for about a
year.

And during that tinme the HDR unit just sat there;
never was used.

MR. CAMPER: Let ne ask again. | think I'm
hearing -- Judith, | think you're comrents just now were a
fairly conpelling argunent for asking for the nunber of cases.
Because you are right; one year's experience m ght be two

epi sodes.
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MS. STITT: Right. But you m ght have seen them

fromthe back of the roomw th 23 people standing in front of
you. So that's sonme of the other quality issues that this has
br ought up.

But | don't think this is -- |I'"mnot picking on
physics at all. This is the same for physicians. It is also
an area where you can be very quantitative about and --

MR. CAMPER: Well, | think what | would suggest
then, barring any strong objections, that we would insert say
a parenthetical "e.g." follow ng brachytherapy where we say
number and type of cases actually involved with.

MR. QUILLEN: | think that's a very good i dea.

MS. STITT: You could put list the nunber and
types.

MR. CAMPER. O we could be even nore specific.
Li st the nunber and types of cases. That would be even
stronger.

MS. STITT: Because that data is easily
avai | abl e.

MR. AYRES: | think of the two, nunbers is nore
I nportant than types. Now, that does raise a problem
Because then, if you are the reviewer in the region and you
| ook at this, the question then becones, what is enough?

MS. STITT: Right, aren't we avoiding that for

the tinme being?
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MR. AYRES: Well, we are, yeah.

MS. STITT: | think we have to.

MR. QUILLEN: At least it gives them sonething to
work with. Because when you cone into the ACMJI, the ACMJI at
| east then knows if the person has done one case or a hundred
cases.

MR. CAMPER: Right. And | think that's what |
woul d do. At sone point there will be notes inserted in here
for the reviewers, under the SRP approach.

And | think that's what we can tell them |If
there sonme question as to whether or not there seens to be an
adequat e nunber of cases presented, and not specify a nunber,
then refer that to the advisory commttee.

MS. STITT: | think that you can be a nedi cal
physi ci st or a radiation oncol ogi st and you don't have to link
other ternms to that, i.e. brachytherapy physicist, et cetera.
You can be a nedical physicist with a list of procedures and
it tells your colleagues, it tells your regulatory agency, it
defines your practice. So, | think it works together well.

MR. CAMPER:. Ckay.

MS. STITT: Back to the physicians. Are we
requiring this?

MS. HOLAHAN: Actually, that was going to be ny
next question. Because |I'd nentioned to you that it was up

front, but it is very general in terns of just reciting the
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requi renments in part 35.
Now, in part 35 it does have specific, obviously,
board certifications that you can be an authorized user.

Al so, there is an "or" category in the clinical experience for
whi ch you nust have three years of supervised, clinica
experience. Exam ning individuals, reviewi ng case histories
to determne their suitability for brachytherapy treatnent,
sel ecting proper brachytherapy sources.

But there is nothing specific as to having HDR
experience. And I know we did explore this with the ACMJI in
May. And | think, at that time, it was a good idea to have
t he HDR experi ence.

Should we bring back into this a specific section
to focus on the experience required for an authorized user.

And Bob, nmaybe you can address as to whether that

has been consi dered.

MR. AYRES: Well, I'mnot sure we've discussed it
a lot.

My under standi ng, one agreenent state requires
specific HDR experience for physicians. |In particular, ny

understanding is that the enphasis is they at |east want the
physi ci ans to understand that this treatnment, in npst cases,
must be fractionated and cannot be given in one fraction. And
that's the state of New York.

| haven't seen a copy of their requirenments, but
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| have heard they have sonme specific requirenments for
aut hori zed users in HDR above and beyond the normal
certification requirenents that we have.

MS. STITT: | think I would be enraged if | were
a physicist to see that you were putting sonme things in the
stat ement about me but col |l eague the physician has a different
st andard.

The way | understand it, we're not saying you
must do x-number. We're just saying, list.

MR. CAMPER:. Right.

MS. STITT: And I think that's very acceptable
and gives a feel.

MR. AYRES: Well, one controversial thing that |
have heard nore adverse comments about is further down in the
training. W do require the physicians to be trained on the
devi ce on normal and enmergency procedures along with the
physi ci st.

MS. STITT: You're getting some heat about that?

MR. AYRES: Yeah.

MS. HOLAHAN: So, | think fromwhat |'m heari ng,
we shoul d probably include a section in here on the authorized
users. And if they are not board certified -- and again
think Larry has pointed out that this is one of the questions
-- how do board certification progranms address HDR?

MR. AYRES: M understanding fromearlier
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information fromDr. Flynn is that they don't. On HDR

MS. STITT: It depends on the program

MR. AYRES: You can't be assured of it.

MS. STITT: No.

MR. CAMPER: We're headed for some sit-down
specific discussions with the boards and so forth and so on,
somewhere along the line as we revise part 35 and get an
under st andi ng of what they're doing and not doing. And see if
we can cone together and make it work

For now, maybe what Trish is suggesting is the
i dea, here under authorized users, we would insert a section
with physicians and we could draw their attention to the
requi rements and the regul ati ons under 35. 940.

But, it probably would be worthwhile to nake a
comment or two in there where it tal ks about the 500 hour
supervi sed work experience, it talks about enmergency
procedures, it tal ks about the three years of supervised
clinical experience that we woul d expect a denonstration of
experience with HDR specifically.

MS. HOLAHAN: O PDRs.

MR. CAMPER: O PDRs.

MS. STITT: All radiation oncol ogy residents have
to keep a list of all patients, no matter what kind of therapy
is being used. Brachytherapy, tel etherapy, so, physicians are

accustoned to listing and I don't think it will be out of the
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ordi nary of what they've seen before.

MS. HOLAHAN: It shouldn't be a problem

MS. STITT: It may be a problem it's just not
out of the ordinary for what's expected of them

MS. HOLAHAN:  Ckay.

MR. CAMPER: So, that approach seens reasonabl e?

MS. STITT: Are they talking us into sonething

her e?

MR. QUILLEN: Yeah, | think so.

MR. CAMPER: Well, it is a fairly significant
novement. | think it's a reasonabl e one.

MS. STITT: But it's a big difference in what
we' ve said and neking the statenent that we, and when | say we
" m tal ki ng about NRC, requires x-nunber of cases.

That's very different from saying, "list".

MR. CAMPER: That's correct.

MS. HOLAHAN: And | don't think we're saying --

MR. CAMPER: We woul d be saying that we expect to
see specific experience in HDR enbodied within these broader
gui del i nes of the nunmbers of years of clinical experience. As
opposed to saying that we expect, as you just said, x-nunber
of cases.

MR. AYRES: | thought 1'd captured that to sone
degree with the training requirements for authorized users.

They receive eight hours training on the device.
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MS. STITT: Now, is that in the section we're
| ooki ng at?

MS. HOLAHAN: VWhere is that? | was having
trouble finding that.

MR. AYRES: Ah --

MS. HOLAHAN: The nornmal and emergency operation?

MR. AYRES: Yes.

MS. HOLAHAN: That's actually, and that was
anot her question, it's under the section for training for the
nmedi cal physics staff which doesn't include the authorized
user.

And | noticed that one of the comments that we
recei ved was that we should require the same training for the
aut hori zed user.

MR. AYRES:. Yeah, it says authorized users in
this section.

MS. HOLAHAN: \\here?

MR. AYRES: The |icensee authorizes physician
users, physicists.

MS. HOLAHAN: OCh, okay. You're right. Maybe we
need to nodify that title the same we nodified if for
yest erday.

MR. AYRES: Well, if we put in an extra one for
aut hori zed user under 851. We didn't have one for authorized

users where we had the section for physicist, so | didn't have
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a place to put it.

MS. HOLAHAN: Yeah, but we don't want that in
t here because that's what training experience that they have
to denonstrate to us.

VWhat this is is what annual and refresher
training. So | think we just need to nodify this section as
wel | .

You're right, it does say authorized user; maybe
It just needs retitling.

MR. AYRES: Oh, the title |ooks okay to ne. The
general title is --

MS. HOLAHAN: The subsection you've got it under
says, "Training for Medical Physics Staff". And | think
yesterday in the discussion on radioactive drug therapy we
changed the title of that section to "Training for Staff
Directly Involved in Adm nistration and Mnitoring of Patients
Under goi ng Renpte Afterl oadi ng Therapy".

MR. AYRES: Oh, okay. Right.

HOLAHAN: Rat her volum nous title.

STITT: A nuch longer title.

5 B O

HOLAHAN: That's right. But | think the
question was who is actually considered nedical physics staff.
MR. AYRES:. Yeah.
MS5. HOLAHAN: And so | think we can --

MR. CAMPER: Yeah, if you nmake it clear that they
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are involved in the adm nistration or the nonitoring of --

MR. AYRES: Well, we m ght need to nove that one.
Maybe nove it over under --

MS. HOLAHAN: Under the general title, perhaps,
even. Up front.

MR. AYRES: Nornmal and Emergency Operation of --
under general training.

MS. HOLAHAN: Ri ght.

MR. CAMPER: 1'Ill have to |ook at that. It's a
good poi nt.

MS. HOLAHAN: Ckay.

MS. STITT: Are we working item 9 then?

MS. HOLAHAN: Yeah. Does anybody have anyt hi ng
el se on --

MR. AYRES: | have a real good comment that |
want to introduce fromregion three on nine on training and it
deals with nurses training and other staff.

"Il just present it for coments.

"We suggest, in addition of a descriptive
sentence to the text in either the nurses' training section or
as a definition in the glossary to better enphasize that al
care givers need appropriate training to participate in RAL
therapy. Especially |Iow dose rate and pul se dose rate.

The new sentence reni nds |icensees and applicants

that the term 'nurses' includes registered nurses, licensed
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practical nurses, nurses aids and supervi sor head nurses, any
and all of whom may care for RAL patients and need the

training specific in that nodul e.

We suggest this because we have occasionally
observed licensees who directly train only regi stered nurses
or head nurses in brachytherapy therapy radiation safety
procedures, while |icensed practical nurses and nurses' aids
actually render the bedside care for the patients.

The trained nurses are then expected to train the
bedsi de care giving nurses in a pyramd manner and this
training style may not be as conprehensive or effective as the
direct training provided by the qualified instructors."”

MS. HOLAHAN: | think that sets up the point that
Dr. Flynn has raised at several neetings in ternms of the nurse
training.

And | just wanted to give as a lead-in to that,
this Iist we had included in the nodul e that

was di scussed at the |ast ACMJI neeting for the manual
brachyt herapy therapy and we did get comments back from Dr.
Fl ynn.

Now I think we have expanded or nodified it and
tried to address it to renote afterloading. | guess the
question is, is everything included for renote afterl oading

that we woul d need for manual .
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MR. AYRES: Well, | guess the short version is

they want us to make it clear that training the head nurse or
the RN is insufficient if they are using LPNs and nurses' aids
to actually provide the hands-on care. W would expect them
to receive the training first hand fromthe trainer.

MS. STITT: Well, when you read through various
appendi ces that the NRC staff sends out several times a year
regarding | ow dose rate, be it manual or renote, it's commonly
nursing staff or ancillary staff that's involved in a
slipsource or an applicator that's on the floor. So it's
clear that the systemis not working. O it's so diffuse that
it's hard to get everyone trained at the sanme |evel.

And the head nurse is not nmaking rounds on these
patients; she's making schedul es.

MR. AYRES: Right. | think this point is well
taken, and | intend to incorporate it.

MR. CAMPER: Yeah, that's right

MS. HOLAHAN: Basically, that all nurses shoul d
receive direct --

MR. AYRES: All nurses who provide any patient
care what soever.

MS. STITT: Caregiver is the termthat was used.
And that's kind of a catch phrase, but it describes that lots
of care is given by lots of different naned individuals.

Well, we've got a lot onitem9 to slog through
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here.

Do you want to take a break?

MR. CAMPER: Yeah, 10 - 15 m nutes.

MS. STITT: Yeah, we're a small group. W can
rely upon ourselves to get back here in some orderly fashion.

(Wher eupon, the neeting recessed at 10:08 a.m)

CHAI RMAN STI TT: Back on the record, then, and we
left on Item 9 and we' ve been discussing training, so, let's
junmp back in.

s that where we left?

MR. AYRES: Yes. W're on Item9, yes.

CHAI RMAN STITT: And, there's |ots of pages of
training. So --

MS. HOLAHAN: Ckay, | just want to, unless
sonebody has some comrent specifically on the first 9.1.1,
just wanted to make a coment that canme out of yesterday's --

CHAI RMAN STI TT:  Ckay.

MS. HOLAHAN: Ckay. Again, yesterday, they were
tal ki ng about the radioactive drug therapy nodul e and one of
t he recommendati ons was in ternms of training for nursing staff
to retitle that.

And, again, that gets sonmewhat back at -- it's
call ed training program for professional staff responsible for
the care of patients undergoing H or renote afterl oading

t herapy rather than specifically nursing staff.
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CHAI RMAN STITT: | agree and it relates to the

conmment you nade --

MS. HOLAHAN: And, | think they also wanted to
hi ghli ght the fact that the training should be commensurate
with their duties because the conment was that there was a | ot
of detail training in here.

And, there may be sonme nurses or caregivers that
don't necessarily need the |evel of -- another comment, and I
just wanted to outline what they had addressed in nodifying
t hese, because what many of the nodul es had very simlar
training prograns in was the basic radiation biology.

They felt it was nore inportant that it was a
basic radiation effects. That they didn't necessarily need to
know radi ati on bi ol ogy per se.

MR. AYRES: You'll notice the second sentence in
the first paragraph it says that individuals should be
instructed in the follow ng topics commensurate with their
duti es.

MS. HOLAHAN: Yeah. They just wanted that bol ded
and underlined and I don't know what this subconmttee's
t houghts are as to whether or not we should enphasize that or
not .

CHAI RMAN STITT: Well, in a clinical fashion I
feel that that's exactly the issue. |If you're tal king about

nursing staff there on the night shift with a patient with
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sources in place, they don't necessarily need a | ot of detail
but they certainly need to know what applicators | ook |ike and
i sotopes |l ook lIike and specific hands-on what do | do if this
event occurs.

And, this is a very awe inspiring |list of general
training topics. And, | like the idea of bolding the
commensurate with their duties.

And, again, you could also use exanples if you
wanted to do that. Not to be all inclusive but what should
the caregiving staff that's making rounds on the patient what
shoul d they be | ooking for.

That m ght get into too nmuch detail. Yeah,
here's something. Nunmber 18. Dose to enbryo/fetus limts.

Whi ch peopl e need to know what things. So, we'll
|l eave it up to the institution commensurate with the duties.

MS. HOLAHAN: Yes, and | think, generally, in
terms of the reg guide that is out on the instructions to
prenatal workers, they also recommend that all, not all staff,
but at |east all supervisors and all female staff should
receive that instruction before they actually becone pregnant.

CHAI RVAN STI TT: Um hm

MS. HOLAHAN: So, sort of up front.

CHAI RVAN STI TT: Ri ght .

MS. HOLAHAN: So, there is guidance. And, |

think the other docunent actually referenced the Reg Gui des
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specific that could be used for sonme of these instructions.

The only other comrent that they made yesterday
was they took out the last two itens. What's here is 25 and
26.

MR. QUILLEN: | was going to recommend you take
out the last item too.

MS. HOLAHAN: The questi ons and answers?

MR. QUILLEN: Yes.

MS. HOLAHAN: Ckay.

MR. QUILLEN: | wasn't sure how you instruct
sonebody in questions and answers.

CHAI RMAN STI TT: The issue about previous
i ncidents, why did they want that out?

MS. HOLAHAN: Sally, do you want to address that?
Sal ly?

MR. AYRES: | don't think it should go. | think
that's all from val uable | essons | earned.

CHAI RMAN STITT: | agree.

MS. MERCHANT: That was one of the suggestions
that it be changed to say | essons |earned. They did not want
that to be interpreted by sone applicant slash |icensee to
mean that you had to provide your history to the -- in the
training session even though it nust be avail abl e.

Legally, it nust be available to the staff. That

doesn't nmean you have to stand up there and beat your breast
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and say we had incidents --

CHAI RMAN STITT: Um hm

MS5. MERCHANT: -- and we were involved and --

CHAI RMAN STITT: O, you could take it to nean
you have to have an incident before you can --

MS. MERCHANT: -- they said does that nean that
anyone who did not have any kind of incident, who had a
perfectly clean record, should not have to address that point.

In other words, it's a question of how s that
going to be interpreted.

MS. HOLAHAN: Ckay. Because we weren't
necessarily nmeaning it to be incidents at that facility.

MR. AYRES: |[|'ve got a comment on that.

MS. MERCHANT: Well, that canme up.

MR. AYRES: |It's very good.

MS. MERCHANT: That cane up. So, the feeling was
that nost lecturers are going to use anecdotes.

CHAI RVAN STI TT: Ri ght .

MS. MERCHANT: And, that it would be sonething
t hat woul d happen anyway. But, if it was going to stay in,
t hey woul d have preferred it to say | essons |earned rather
t han gi ve anyone an inpression, because keep in mnd, as we
had di scussed earlier, it is guidance.

These are not regulatory requirenents and,

unfortunately, people follow these as though they are gospel.
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CHAI RMAN STITT: Well, the phrase exanpl es can be

very instructive and it doesn't inply that it's a previous
I nci dent .

It could be an exanple from other incidents and,
you know, that are in print or sonething you ve just nmade up
because fol ks | earn best from exanple or -- what was the
phrase you used?

MS. MERCHANT: Anecdotes?

CHAI RMAN STITT: Anecdotes. But, exanpl es of
ci rcunst ances or exanples of situations.

MR. AYRES: | have a coment here I'mtrying to
find. It addressed it very well

CHAI RMAN STI TT: Yes, Bob.

MS. HOLAHAN: Ckay, the other point is, | nean,
there is one information notice that's out in terms of sonme of
t hese types of incidents and, you know, that woul d probably be
made avail abl e anyway but not necessarily to new staff com ng
in.

MR. QUILLEN: One of the things you want to get
across here is the fact that there have been incidents.

M5. HOLAHAN: Umhm | think that was the intent

of putting it in.

MR. QUILLEN: Right. And, but the way this is phrased

it could be interpreted as there was an incident at this
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facility.

MS. HOLAHAN: So, exanples of -- would you say
exanpl es of situations?

MR. AYRES: This one is very nice. Let ne read
it to you. It's a good comment.

It says please confirmthat for all workers and
aut hori zed users refresher training will include conponents
that will serve to maintain an awareness of radiation safety
with respect to changes in |license, changes in regulatory
requi renents, and | essons | earned, experiences derived from
NRC i nformation notices, NRC/NMSS newsletters, and NRC
I nspection findings at your own institution.

MS. MERCHANT: | don't think they're required to
gi ve inspection findings fromtheir own institution unless
there's -- | nmean it's got to be avail abl e.

But, | don't think that they should have to
interpret this as you have to include your inspection findings
I n your training.

MR. AYRES: Well, this is a for exanple |ist but

CHAI RMAN STI TT: How about sonething that says
exampl es of clinical circunmstances, clinical cases, clinical
situations, any of those phrases?

| mean a ot of times | will lecture and | just

make up a case.
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MS. HOLAHAN: Exanpl es of clinical situations.

CHAI RMAN STITT: Conbi ne several things that wll
make several -- the teaching points that you' ve been through

So --

MS. HOLAHAN: Exanples of clinical situations and
| essons | earned?

CHAI RVAN STI TT: Um hm

MS. MERCHANT: Sounds good.

CHAI RMAN STITT: Okay. Let's keep tal king about
this section on training. Let's ignore, for the time being,
PDR devi ces.

Well, | guess we -- if | ignore it for the tine,
where does that take us? Is 9.1.1.2 for the PDR?

MR. AYRES: Yes.

MS. HOLAHAN:  No.

CHAI RVAN STI TT: No? Well --

MR. AYRES: No. All right. | had to reread it
nysel f. Okay.

CHAI RMAN STITT: The only reason | was trying to
separate that out is PDR s got sonme issues that --

MR. AYRES: What | tried to do here, and maybe
not entirely successfully, this was a change from policy and
gui dance directive.

Policy and gui dance directive just, nore or |ess,

went down the topics serially and then had a license
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reviewer's guide that said this one applied to this and this
one applied to that, a check |ist.

This one, because it's nore of an outline formt,
| tried to sub-index, LDR, HDR, and PDR, as appropriate and
anything that didn't specify one or the other specifically was
intended to apply to all.

And, like I said, I may not be totally
successful. It's tough witing this for all of the renote

afterl oading nodalities because they converge and a section

will apply to all.
Then, it will apply to a sub-set. Then, it wl
conme together again and apply to all. And, then, another sub-

set has to be broken out because --

CHAI RMAN STITT: WII this be understandable to
t hose who have to use it?

MR. AYRES: Well, that's what |'m saying --

CHAl RMAN STI TT: Because if we're confused at al

here --
MR. AYRES:. -- it's tough to --
CHAI RMAN STITT: -- | suspect that they are.
MR. AYRES: | think the intent is to provide --

is add a check list to this in the future?
MS. HOLAHAN: For the license reviewers --
MR. AYRES: Yes.

MS. HOLAHAN: -- there will be check |i st. But ,
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again, this will be going out to licensees and, | guess the
question is is it confusing -- should PDR be dealt with at the
bottom of the section on training?

Shoul d we go through possibly considering the
traini ng prograns?

CHAI RMAN STITT: I'mjust -- as | |ook at the
format -- |I'm having format probl ens and maybe cont ent
pr obl ens.

But, definitely, format. On page 8, there's
general training. On page 11, there's general training.

And, |'m not sure what they refer to.

MR. AYRES: Well, that's because this is the
nursing staff which we're changing to professionals

responsi bl e, on page 8 through 10.

On 11, we start nedical physics staff. It's
smal | er.

CHAI RMAN STITT: Okay. So, it may just be the
way that it's -- okay. |'mhaving trouble with the dots and
t he one's.

But, again, | think it's nore of a fornat
problem Now that | understand howit's laid out it's easier
to --

Tell me your mmjor sections. Let ne start from
page 7. The major sections are what?

MR. AYRES: |It's easiest when you | ook at the
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i ndex and where they're indented.

MS. HOLAHAN: Actually, the first section we
probably need the 9.1.1 because that's general under the
training programand we can just start, then, the nursing
staff as 9.1.1, | think.

That may neke -- at | east get one set of nunbers
out .

MR. AYRES: Yes.

MS5. HOLAHAN: So, if we took out that training
program for individuals responsible for renote afterl oadi ng
t he personnel should be instructed in, that first section is
your general introduction.

CHAI RMAN STITT: Okay. |I'mwth you now.

MS. HOLAHAN:  Ckay.

CHAI RMAN STI TT: And, then, we --

M5. HOLAHAN: Then, the next section could be
9.1.1. Take out one set of one's here.

MR. AYRES: Yes, just all the way through.

MS. HOLAHAN: Yeah. And, then, training for

caregi vers responsi bl e, whatever the wording was that | coined

before, then, under that training for caregivers, you' d have
general training, normal and energency operation, and, then,
specific for PDR

Then, your next section would be 9.1.2.

CHAI RMAN STITT: Which was nedi cal physics? |Is
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that right?

MS. HOLAHAN: Ri ght.

MR. AYRES: Yes.

CHAI RMAN STI TT:  Ckay.

MR. AYRES: One general style comment here. |
got sonme comments on -- there's people -- and the cover letter
didn't address it, | think, adequately, but these are not, as
you' ve obviously noticed by now, sequential nunbering.

And, in the main items, as well as in the sub-
itenms, and that's because overall in the entire Reg CGuide 10.8
t hey are sequenti al .

But, the holes, like we go fromltem -- under
I[tem9 we go from9.1 to 9.3. 9.2 isn't there.

That's sonething that doesn't apply in this
nmodul e but is -- well, 1'd have to have the whole outline for
10.8 to tell you why, what it is, and why it's m ssing.

CHAI RMAN STITT: Al right. | think I
understand. So, they should have, within each section, sonme
simlar formt.

MR. AYRES:. Yeah. In other words, if you go to
nobi |l e di agnostic, Item9 wll be the same --

MS. HOLAHAN: Ri ght.

MR. AYRES: ~-- it'll be training for individuals,
but there will be other itens that are in that are in that

that are not in this one and vice versa.
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MS. HOLAHAN: Right. Now, the question is does

t hat get confusing going fromthe nodul e back to the body back
to the nodule is you are either a license applicant or a
revi ewer ?

MR. AYRES: |If you have the entire Reg Guide 10.8
it shouldn't be nearly as confusing but --

MR. CAMPER: Well, what's going to have to be --
I nmean, obviously, the plan has been that the |licensee can
read the general stuff.

They can go specifically to that nodul e nost
applicable to them and the idea was that that would make it
easi er.

Now, the point been made that you' ve got to go
back and forth but have we've been as clear as we could be in
t he nodul e that cross-referencing will have to occur?

MS. HOLAHAN: No.

MR. AYRES: No.

MR. CAMPER: Well, maybe that's --

MR. AYRES: | presune that would be taken care of
in the Reg Guide, the first section.

CHAI RMAN STITT: This is sonething that we need

MR. CAMPER: Well, | think the Reg Gui de shoul d
say that. No question. But, what I'mthinking is | can

certainly see a scenari o where sonmeone who's trying to put
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t oget her an application would go to this nodul e.

And, | think it needs to be in both places.

MR. AYRES: Well, | don't understand how we're
doing this for sure. | thought it was only going to be
avai l able as the entire Reg Gui de.

I n other words, you couldn't wite and ask us for

a nodule. You' d get the Reg Guide. It's a published, bound -

MR. CAMPER: Well, yeah. But, is soneone --
wel |, eventually 10.8, the plan is that it would be revised.

It would have all of these npdules. |If soneone
want ed 10.8, they would get the whole general text and they
woul d get all the nodul es.

MR. AYRES: Yeah.

MR. CAMPER: But, if sonmeone cane in and said
hey, send me the nodule on tel etherapy, for exanple, they
woul d get that and the general text of 10.8.

They woul d not get all the nodul es.

MR. AYRES: That's what | didn't understand.

MR. CAMPER: But, here's the problem | nean |
can certainly see how a nodul e, though, could becone separated
out in the field.

CHAI RVAN STI TT: It will be.

MR. CAMPER: It will be. And, so, | think what

we need to do is make sure that the main body of 10.8 draws
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attention to specific nodul es.

But, also, in the lead-in section of each nodul e,
rem nd themthat they're going to need the main body of 10.8
and will have to cross-reference as they step through
requi rements outline in the nodul e.

CHAI RMAN STITT: It goes back to the thing | keep
harping on. In the training section, there's nothing about
physi cian training here because it is --

MR. AYRES: There's nothing unique here.

CHAI RMAN STITT: Okay.

MS. HOLAHAN: Well --

MR. AYRES: Except we've now di scussed that item

M5. HOLAHAN: No, | think that in ltem9 is, and
that was what the discussion we'd had earlier, what is
currently on page 11 is 9.1.1.2.

But, we could change -- with the renunbering it
woul d beconme 9.1.2, okay? MWhere it says training for the
medi cal physics staff?

CHAI RVAN STI TT: Um hm

MS. HOLAHAN: Everything under there is also
applicable to the authorized users. So, if we retitle that as
training for staff directly involved in adm nistration and
nmonitoring of patients undergoing renote afterl oadi ng therapy,
then, all that information is al so applicable.

And, even though an authorized user has specific
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training and experience to be |isted as an authorized user,

t hey must al so received

all this training.

CHAI RMAN STI TT: Right.

have a way of putting --
MS. HOLAHAN:
wi |l make sense.

MR. CAMPER:

i nking nmore together but it's nore -

But, | thi

| think that's --

nk when you see it,

you

it

And, the other thing, too. There's

some words that go under the heading 9.1.1.1.

MS. HOLAHAN:

MR. CAMPER:
par agr aph becones, what
with --

MS. HOLAHAN:
to bold it.

MR. CAMPER:

Vell, we'll

renunber that.

Training for everybody. But,

t hat

iIs it? It's training comensurate

It is in here and we're just

Yeah. Comrensurate with your

responsibilities and so forth.

MS. HOLAHAN:

MR. CAMPER:

Ri ght .

Obvi ousl vy,

a physician doesn't

goi ng

need

to know a | ot about basic radiation biology and so forth and

SO 0n.

MS. HOLAHAN:

MR. CAMPER:

We hope they know that.

Some of the other topics it would

because they already have had that,

MS. HOLAHAN:

Ri ght .

obvi ousl y.
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CHAI RMAN STITT: All right. So, | think we've

got the outline. The structure there has cleared that up for
me.

MS. HOLAHAN: Yes. So, basically, the two
sections would be one is caring for the patient either while -
- and the other one is actually an adm nistering and cari ng.
So --

CHAI RMAN STI TT: So, within those, are there
comment s about nornmal and emergency operations, the | ow dose
rate device?

That appears under the -- it appears at the
bottom of page 9. We been through the previous section.

MS. HOLAHAN: Should that be -- are you saying
shoul d that be repeated in the second section?

CHAI RMAN STITT:  Unh --

M5. HOLAHAN: The one that's for training for
nur si ng?

CHAI RMAN STI TT: Actually, I'mjust asking if
there're comments. Anybody have comments on the energency
operation section for the caregivers.

Let's go ahead and junp in with PDR because this
is the caregiver section. Do you have coments that have cone
in, Bob Ayres, regarding the PDR?

MR. AYRES:. Yeah, a lot. One from an agreenent

state.
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CHAI RMAN STITT: Do you want to junp into those

or how does the staff feel? Trish, how do you view this
section as it reads currently?

s this a conprom se? 1|s this workable? This
really states sonme of the things that we' ve been through

At least, this discussion is pretty
straightforward in outlining what the dil emm.

MS. HOLAHAN: Yes, it's outlining the dilemma and
| think it's addressing sone of the proposals that we have had
come in as an acceptable alternate.

CHAI RMAN STI TT:  Um hm

MS. HOLAHAN: |Is that correct, Bob?

MR. AYRES: [|'m sorry.

M5. HOLAHAN: This is taking into account the
proposal s that we have had in as an acceptable alternate for
PDR.

MR. AYRES: Right. It incorporates presentation
on behalf on AAPM at the ACMJI as well as a site visit.

M5. HOLAHAN: I n the ACR proposal ?

MR. AYRES: And, the one licensee we did have for
PDR and the site visit included discussions between NRC, the
|l i censee and the manufacturer.

All sitting together. The region representative,
nmysel f and Jeff WIIlianson and Steve Teague.

CHAI RMAN STITT: So, then, are we happy with it
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the way it is? It certainly represents a small fraction of
what ' s goi ng on.

Ironically, it's probably the best way to do
brachyt herapy just from a biologic standpoint. But, it's
probably the nost difficult way to do it froma safety
standpoi nt and patient safety.

MR. AYRES: The coments |'ve gotten on this and,
again, sone of these are agreenent state specific problens
| i ke you brought up and running into problens with state | aw,
that sort of thing.

MS. HOLAHAN: |'mgetting a copy nade of the
state comments that you're |ooking at.

MR. AYRES: Okay. One of themis that the nodule
i ndicates that NRC will consider trained nursing staff to
qual i fy as device operators.

It's actually nursing staff and therapists. They
go on to coment the departnent rules prohibit a non-certified
i ndi vidual from adm nistering radiation to humans and it is
not likely that nurses will qualify.

Well, | think there's a little m sunderstanding
there. They're not doing an adm nistration per se.

They' re watching --

MR. QUILLEN: Mbnitoring.

MR. AYRES: -- nonitoring the adnmi nistration

whi ch was, in fact, was prescribed and started by the
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physi ci an aut hori zed user.

So, |'m not sure about the validity of that
coment .

MR. QUILLEN: That's what my |inear accel erator
oper at or does.

CHAI RMAN STITT: Right. Carry out the orders.

MR. AYRES: Yes. 1In teletherapy, it's the -- the
therapists all the time are even nore so involved in the
adm nistration than is the case for HDR

They made anot her m nor conment on the training
where we -- the nodul e indicates that both practical and
written exams should be adm ni stered.

And, they think we should require that copies of
the exans and answer key with a specified m ni mum passi ng
criteria be submtted as part of the license application.

That's maybe -- I'mnot sure if we wanted to get
i nvol ved at that level of detail. Where they get into
problenms with the HDR, it does not adequately address the use
of PDR s they say.

The nodul e indicates a nore sophisticated al arm
system Sensors |lack of constant surveillance. And, it says
the alarm systemis not defined.

| think they have a m sunderstanding there and we
coul d probably discuss that a little bit. | need to rewite

that for alittle better clarity based on the comments.
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I n doing electrical engineering work in the past,
| took sonme |iberties on understanding that obviously, not
everyone caught.

The section inplies that what -- their main
thrust is that the patient remains attached to the device
during non-treatnment tines and they object to that.

They say if you're going to | eave the patient
attached to the device, you have constant surveill ance.

Ot herwi se, you di sconnect.

And, that's certainly contrary to the philosophy
in which these devices were devel oped to be operat ed.

And, I'mnot sure | go along with that. But,
that's their central thrust. |If the patient is connected to
t he device, you have constant surveill ance.

If the patient is not -- otherw se, disconnect
the patient fromthe device. And, they go into various
exanpl es, too, like visitors and so forth.

That's the real thrust. What the special alarm
systemis, and maybe | should just explain it up front as the
wor di ng doesn't do adequately.

But, what we felt was, and this is being done in,
| understand, Arizona, they have a facility where they have
this type of alarnms, is that if the machine fails, and the
definition of failure would be that you have what | call a

wire, well, and it really is, a logical "and", that requires
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that if the device is not in the safe, the room nonitor nust
be goi ng.

Ckay? That is the function check and if that
doesn't happen, the device is supposed to generate an error,
retracts the source.

In other words, it indicates that the room
nonitor, the prime alert, what have you, has failed. It
generates an error.

Retracts the source. And, required operator

intervention to correct the problem before the source can be -

- treatnent can be restarted.

The real alarmcondition, and in this case we
speci fy an audi bl e al arm because it's not under constant
supervision and it nmay be 30 feet down the hall fromthe
nurses' station, is if the device says the source is safe,
retracted, and the roomnonitor is alarmng, then, a
significant non-silenceable audible alarmis generated until
the problemis corrected.

That's a special alarmsystem W tie the
radi ati on monitor into the interlock alarmsystemand in two
ways to generate an alarmand to run a self-test, if you will,
on its function.

In other words, if the device says the source is

out, the alarmbetter be going. |If the device says the source

is in, the alarm better not be going.
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doi ng that?

MR. AYRES:

MR. CAMPER:
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This is an Arizona requirenent.
Yes.

Are any of the agreenent states

| have no know edge.

| s Col orado doing that?

MR, QUILLEN:  No.

CHAI RMAN STITT: Who's actually doi ng PDR?

MR. AYRES:

anynore in our states

There's very few of them None

and - -

MS. HOLAHAN: Is there one in Arizona?

MR. AYRES:

There is certainly one in Arizona.

CHAI RMAN STITT: Who is it? Do you know?

MR. AYRES:

VWho?

CHAl RMAN STI TT: What institution?

MR. AYRES:

No, | don't. | have a list. | could

find it. | could find that out.

CHAI RMAN STI TT: There can't be nobre than a

coupl e of places that

even do brachytherapy to any degree.

MS. HOLAHAN: | know UCSF has a program

AYRES:

» 3 3

CAMPER:

Yes, yes. They have one.

Who does it?

HOLAHAN: UCSF. San Francisco. And, then,

know t here's some research on-going in M chigan.

MR. AYRES:

Yes. The phil osophy applied to this
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was recognizing that the level of risk was one tenth of HDR
but substantially nmore than LDR.

It's a 1 Curie source max. So, that -- translate
that into that you have 10 times nore response tinme than you
woul d with a conparable accident with HDR with everything el se
bei ng equal .

MR. CAMPBELL: \What about when everything else is
not equal? Treatnent duration is not equal.

MR. AYRES: Well, the actual --

MR. CAMPBELL: It's several hours or days.

MR. AYRES: Well, it's 70 -- it's a typical LDR
Overall treatnent period, the actual source exposure tinme, is
conpar abl e.

| n other words, the source may be out 5 m nutes.
And, everybody agrees that this is an experinental nodality in
that all the evidence suggests that you get the equival ent of
LDR tissue response by pulsing the source.

It depends on the source strength. If its a full
1 Curie, you may be treating 5 m nutes of every hour.

If it's a half a Curie, you have 10 m nutes. |If
It's a quarter, you have 20 m nutes of every hour until you
reach source exchange.

The advantages of it are is, of course, it
apparently produces the identical tissue response to that of

LDR.
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It allows nursing care without interfering with
the treatnent in any manner what so ever unless there's an
enmer gency because the nursing care can be schedul ed for the
of f time.

Cbvi ously, you could schedule visits, too, if you
wi sh. The one thing |I've talked to to the people at
Mal | i nckrodt that were using it, the other touted advantage of
it, apparently, isn't, or at least at that institution and, as
far as | know, not very nmuch used, is the ability to shape the
field by the stepping -- varying the dwell tines.

It would have, | guess, an advantage over
conventional LDR. Wth a smaller source, you could probably
treat sonme areas that m ght be nore difficult to treat with a
| arge manual afterl oadi ng.

CHAI RMAN STI TT: So, what do we need -- do we
have what we need here, for the tinme being? | nmean | think
PDR i s probably the nost ethereal of all the things we're
di scussi ng because it's the | east established due to all the
pl uses and m nuses that you just el ucidated.

| think one of the issues that's bothersome to ne
and also to the NRC is that there may be a one tenth of the
| evel of problemif a source is stuck in place.

However, if you don't know that that source is
stuck in place --

MR. AYRES: Right.
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CHAl RMAN STI TT: -- one tenth doesn't matter a

MR. CAMPER:. That's the point | was getting at.

You know, you have a nonitoring problem--

MS. HOLAHAN: Yes.

MR. CAMPER: -- that you don't have with HDR
treat ment.

MR. AYRES: Yes.

MR. CAMPER: You've got a duration problem

MS. HOLAHAN: Ri ght.

MR. CAMPER: You have the question of

availability of the right staff all the time. There are sone
probl ens |ike that.

MS. HOLAHAN: We've tried to get around that and
we have gotten around it with HDR saying the authorized user
and the nedi cal physicist have to be present.

MR. AYRES: What the conmponents here are, besides
the special alarmsystem which is, if you will, in |lieu of
sonebody sitting there watching there all the tine.

Maybe that's not adequate. The other one is that
the people that do watch it or who are available to respond
i mmedi ately, that is, within a m nute or |ess.

Well, we really don't specify that. But, they'd
be specially trained in all the normal and energency

oper ati ons.
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They have to prove their conpetence by practical
exam There's another stipulation in there that they need to
be retrained twice a year because one makes the assunption
t hat these individuals do not have the repetitive hands on
experience that the physician and physicist does.

You know, In other words, they'll be on shifts.
And, there will be shifts that there'll be treatnent going on
and they won't be there and so forth.

And, so, we put in a double the training
refresher requirenent and there is a requirenent in here that
t he ROS/ physi ci st/ physician be available in, 1'd have to | ook
it up, in some mninmmanount of time to respond to a page, be
it home or wherever.

And, now, whether this aggregate set of
requirenents is sufficient is what's on the table.

CHAI RMAN STITT: Does the issue of enmergency --
when we junped into our discussions this norning, we actually
starting tal ki ng about energency --

MS. HOLAHAN:  Procedures.

CHAI RMAN STITT: -- managenent of HDR sources.
VWhere did | | oose that section to?

MS. HOLAHAN: That was around page 34 or 33.

CHAI RMAN STITT: And, that is in which -- what is
section 11.2 called?

MS. HOLAHAN: Section 11 is called radiation
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saf ety program
CHAI RMAN STITT: Okay. So, then what we
di scussed as far as this section that we've discussed shoul d
also relate to PDR
s that correct? That is, as far as retrieving.
MS. HOLAHAN: Yes. Now, again, that raises a
question of the surgical intervention, yes --
CHAI RMAN STITT: Right. But, if you're |ooking

at the document --

MS. HOLAHAN: -- which we don't specifically
addr ess.

CHAI RMAN STITT: -- and contenplating PDR, this
energenci es procedures also relates to it. It doesn't have to

be repeated anywhere.

MR. AYRES: Right.

CHAI RMAN STITT: Okay.

MS. HOLAHAN: Ri ght.

MS. HOLAHAN: All right, so, back to your
gquestion, which is the right one. Do we have what we need in
this section for the tinme being?

| guess just in general | think this is probably
as good as we can do when you realize that this is not as
hi ghly devel oped, it may not be because of the constraints,
but at least it makes sone statenments that we haven't made

bef ore.
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CHAI RVAN STI TT:  Ckay.

MR. CAMPER: | suspect you're right.

CHAI RMAN STITT: So, then, PDR was turned into
sonething fairly easy.

MR. AYRES: Well, we westled quite a bit and

| ot s of discussions occurred between what's put down here and

CHAI RMAN STITT: That's why it |ooks so well done

because you' ve done all the homework to set it up for us.

Well, then, let's nove on to --

MR. QUILLEN: I'mnot finished with that section,
yet .

CHAI RMAN STITT: You're not? You've got to speak
up, Sir.

MR. QUILLEN: You have the newtitle of the
devi ce nonitor slash operator, okay? And, |later on, you use
the title device operator.

And, then, later on further, you use the title
devi ce nonitor. At first, | thought you were talking about
one person.

Then, | think you' re tal king about two different
people. Vhat are you tal king about?

CHAI RMAN STITT: Sounds |ike sonmething that's out
of the nuclear reactor industry, doesn't it?

MR. CAMPER: What's the second one?
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MR. HOLAHAN:. We say device operator on 11,

devi ce nonitor operator on page 10 and where -- do we say
devi ce nonitor al one sonmewhere?

MR. QUILLEN: Yes, back -- let's see. Let ne
find it. It's on page 28 under 11. And certified.

There we have a specially trained and certified
devi ce nonitor.

MR. AYRES: \Where is that? Page 207

MR. QUILLEN: 28.

MR. AYRES: | think there may be a real reason
for that one. Let nme get there and see.
CAMPER: We have device operator up on 10.

QUI LLEN:  Ckay.

> % 3

MR. QUILLEN: Device operator slash -- nonitor

sl ash operator. The next page tal ks about the device

oper at or.

MR. CAMPER: Yeah, | have those two. Device
oper at or.

MR. QUILLEN: On page 28, under 11 --

MR. HOLAHAN: Ckay. That's referring to PDR
t here.

MR. AYRES: PDR where we have those extra
requirenents for the monitor. So, | did that with some

del i beration, but maybe it's not clear at that point.

CAMPER: And we have -- where's your trained?
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CHAl RMAN STI TT: ls a certified device nonitor a

gi znmo or a person?
MR. AYRES: Person.
MS. HOLAHAN: |Is that the sanme as the device
noni tor operator that's referred to on page 10, | think, is
t he question, isn't it?
Because it'd tal k about only -- we have a primary

devi ce nonitor operator --

MR. AYRES:. Yeah, it is. They're both under the
PDR secti on.

MS. HOLAHAN: Yeah. But, | guess we need to be
consi stent and deci de what we want to call them

MR. AYRES:. Yeah, yeah.

MR. QUILLEN: Be consistent on what you're going
to call them

MR. AYRES: And, maybe -- it |ooks like --

MR. CAMPER: VWhy is it just the device operator,
Bob?

MR. AYRES: Well, because under PDR the nurses or
the specially trained nurses or therapists aren't operating
t he devi ce.

They're just --

MR. CAMPER: Right. They're nore nonitoring.

MS. HOLAHAN: So, could we take out operator on
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page 10, then, the slash operator?

MR. AYRES: Probably. | need to | ook at those.

MS. HOLAHAN: | nean for PDR, could it just be --
| mean that's a possibility. For PDR, it could be a nonitor
and, then, the operator is the person who actually pushes the
butt on.

MR. QUILLEN: Because on the next page you have
devi ce operator which is sonebody, it appears, that's under
t he physics staff.

MR. AYRES: Yes, that's correct. That was the
intent. What we have for LDR and PDR, we have the people who
wat ch over it are not the operators, not the ones who program
it, not the ones who initiate the treatnent.

MR. CAMPER: A question for you, Bob. If | read
9.1.1.2.2 or 1 the list there it says an outline of initial
training provided by the device manufacturer or individual, so
forth and so on, the licensee gives to the authorized user
physi ci sts and/ or RSO and devi ce operators.

What device operator is there that isn't an
aut hori zed user, a physicist, and/or an RSO?

MS. HOLAHAN:  Ther api st.

AYRES: Ther api st.
CAMPER: That's an authorized user

HOL AHAN: No, no. A tech.

> & D 3

CAMPER: Oh, okay.
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MS. HOLAHAN: Fornerly a technol ogi st, now a

t her api st .

MR. AYRES: A lot of tinmes, even with our
requi rements that the physicists and the authorized user be
there, they are often there but actually sonebody el se, a
t herapist, is actually manipul ating the device.

MR. CAMPER: Then, why don't you say therapist --

MS. HOLAHAN: Sone states will only allow --
won't allow the physicist to operate it.

MR. AYRES: It could be a dosineterist.

CHAI RMAN STI TT: Does device operator get a
definition somewhere? |Is it supposed to?

MR. AYRES: Well, that what | thinking about.
Wth all these things we're tal ki ng about maybe these should
go in the gl ossary.

MS. HOLAHAN: Yeah, we could define it. Yeah.

MR. AYRES: We'd get them strai ghtened out and
put themin the gl ossary.

MR. CAMPER: Well, it's either that or you m ght
be a little nore clear by saying or others. See, an AU, a
physicist or an RSO is a device operator, may be a device
oper at or.

MS. HOLAHAN: Can be, yeah

MR. CAMPER: Then, you can say or other device

operators for exanple, technol ogists or dosineterists.
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MS. HOLAHAN: We've got that idea of the general

category on the top of the page where basically -- right
t here.

That's listing sort of who all the general folks
are that we're tal king about except there again --

MR. CAMPER: Well, then, you ought to draw a
di stinction to device operator, then.

MS. HOLAHAN: Well --

MR. CAMPER: You see, once again you have a
device operator as a line item

MR. AYRES: Well, | see sonething else here, too.
| should del ete and/ or RSO because you nmade the decision
towards the end to del ete and/or RSO out of the required
people and this is a place that | didn't -- | mssed getting
back - -

M5. HOLAHAN: Well, we could include RSO as
possi bly needi ng that though, as well, right? Because --

MR. AYRES: Well, the reason it was in there was
because that was in lieu of the physicist if they didn't have
one.

And, | wouldn't think the RSO woul d need the
training unless he was going to be a device operator or
sonething like that.

MR. CAMPER: And, now we require themto have the

physi ci st.
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MR. AYRES: Yeah.

MR. CAMPER: You're right. That's a good catch.

CHAI RMAN STITT: Well, | do |ike what Larry
suggested in defining -- that the device operator has an
expl anati on or an explanation just by that comma which coul d
i nclude a dosineterist or RTT.

MS. HOLAHAN: Could we say, up at the top of that
page, in the 9. --

CHAI RMAN STITT: At the top, yeah.

MS. HOLAHAN: -- that that would include and that
shoul d actually be including authorized user, physicist,

t herapi st, dosineterist or other device operators, just in
case.

MR. AYRES: | was just going to say or other
devi ce operators.

MS. HOLAHAN: Right. Just in case we m ssed
sonmebody.

MR. AYRES: And, then, we define in the gl ossary,
put in the gl ossary, device operators and device nonitors,
and/ or other device operators.

MS. HOLAHAN: Bob, let nme ask you a question. Up
there is you' ve got the authorized user only for HDR and PDR
treatments.

Shoul dn't the authorized user receive all that

ot her general training, too?
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CHAI RMAN STITT: | thought it stated that it did.

MS. HOLAHAN: The way that it's worded is only
the normal and energency operation.

MR. AYRES: Well, that wasn't ny intent. That
goes beyond, | think, what we need. Again, Dr. Stitt can very
wel | address this but, I think, with LDR the authorized user
I's not necessarily even there when treatnment is initiated.

They may or may not be depending on the
institution and the individual physician but requiring themto
have training on the device, | think, would be clearly
appropriate if they are the primary responder to a difficulty
with the device.

But, if they aren't --

MS. HOLAHAN: Yes, but, if you | ook under the
general training, it isn't really the -- well, the operating
instructions, but it gets into the appropriate radiation
surveys, the source inventory controls, source |eak testing.

Particularly, if others are all doing it under
t he supervision of the authorized user, | don't see, and |et
me ask --

CHAI RMAN STITT: Oh, | agree with that.

MS. HOLAHAN: -- Dr. Stitt, again, should that be
i ncluded as part of the authorized user training as well?

CHAI RMAN STITT: Yes. As far as |'m concerned,

it should be. | nean, actually, this is all material -- this
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woul d be training that if the authorized user is the
physi ci an, they would have been trained on during their
resi dency or hopefully --

MS. HOLAHAN: So, then, they may not need the --

MR. CAMPER: | do have a question, though, about
one of those. Nunmber 2. \What do we nmean by source inventory
control ?

MS. HOLAHAN: What source is in storage and what
source is in the unit. WelIl, and then, don't forget, this
enconpasses renote afterl oading or LDR as well.

MR. CAMPER:. LDR. ©Ch, yes. That's right. Okay.

CHAI RVAN STI TT:  Yes.

MR. CAMPER: That's it.

MR. AYRES: You m ght say the Indiana,

Pennsyl vani a had a poor inventory control on the source.

MR. CAMPER: Well, it's up to you but | m ght
argue that point.

MS. HOLAHAN: Actually, one of the conditions is
inlieu of the 35.406 which is the source inventory, so --

MR. CAMPER: Well, | was thinking, obviously, of
nore classical inventory as in LDR

MR. AYRES: | forgot or didn't capture well what
were we changing this title to 9.1.1 to which is going to
beconme 9.1.2 which is train for nmedical physics staff?

It was going to be training --
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MS. HOLAHAN. Ckay. | can give it -- well,

training for professional staff responsible for the care of
pati ents undergoing renote afterl oading.

And, then, 9.1.2 becones training for staff
directly involved in planning, adm nistration and nonitoring
of patients undergoing.

MR. CAMPER: That's consistent with our approach
yesterday, right?

MS. HOLAHAN: Ri ght.

MR. AYRES: | may get together with you.

MR. HOLAHAN: Yeah.

MR. CAMPER: Yeah, you didn't have the benefit of
t he di scussion yesterday. |If you had been there, it would
have hel ped a | ot but we can --

MR. HOLAHAN: Plus | have Sally right here in
front of ne.

MR. CAMPER: -- get together on that.

CHAI RMAN STITT: Bob Quillen, do have ot her
conmment s?

MR. QUILLEN: A couple editorial comrents.

MR. AYRES: COkay.

MR. QUILLEN: On nunmber 3, at the top of page 11.
I think that should be a separate paragraph because the |ead
into that is howwe're to act in this capacity as individuals

who nmeet the following mninmnumtraining requirements and 3 is
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not a training requirenent.

MS. HOLAHAN: \Where? |'m sorry.

MR. AYRES: Oh, | think I have a coment on that,
al so, from another source. Sane thing, yeah.

MR. CAMPER: It's nunber 3.

MR. AYRES: |It's not a sub-set. |It's a separate
par agr aph.

MS. HOLAHAN: ©Ch, okay.

MR. AYRES: There's a couple places where that
occurs.

MR. QUILLEN: I'm next down to 9.1.1.2.2.

CHAI RMAN STITT: The bottom of the paragraph on
page 11.

MR. QUILLEN: Yes. And, this is another
editorial one. You have a sentence here. It has alnmost 70

words in it and the verb is the last word in the sentence.

It would be hel pful --

MR. HOLAHAN: I n nunber 17?

MR. QUILLEN: Yes.

MR. CAMPER: CQur old English teachers would have
found this intolerable, right?

MR. QUILLEN: | would just put the verb up here
in front of the sentence.

MR. HOLAHAN: We need to find on old English

teacher to fix that section, right? This is what's called a
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run on sentence.

MR. AYRES: Well, it hasn't gone through our
technical editor. | don't know whether this docunments going
to go through our tech editor.

M5. HOLAHAN: | don't know if the |icensing
manual wll.

CHAI RMAN STITT: | can see where a well-placed
peri od woul d hel p that out.

MR. CAMPER: Yeah, that's right. W don't want
70 words in a sentence.

CHAI RMAN STITT: We can get that fixed for you,
doc.

MR. CAMPER: Even a bureaucrat shouldn't do that.

MR. AYRES: Sneak one in.

MR. QUILLEN: That's all | have.

CHAI RMAN STITT: All right. If we fix that on
page 11, that'll make hi m happy. How about page 12?

It's still -- now, we're at normal and emergency
operation at HGR renote afterl oadi ng devi ces.

MS. HOLAHAN: |'msorry. Where are you?

CHAI RVAN STI TT: 12.

MS. HOLAHAN: Ckay.

CHAI RMAN STITT: Any comments on 127

MS. HOLAHAN: |1'd like to nmake -- are we on the

section for training for ancillary?
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CHAI RMAN STITT: Let nme just -- hang onto that

t hought .

MS. HOLAHAN:  Ckay.

CHAI RMAN STITT: And, let's see if anybody el se
has other comments that relate to normal and energency
operation of HGR renote afterl oadi ng devices, editorial or
ot herw se.

MR. QUILLEN: On nunber 2, it wasn't clear to nme
what you were |l ooking for with respect to affiliation.

MR. AYRES: Well, often tine, it's a vendor.

O her tinmes, it mght be a consulting firmor in house.

MR, QUILLEN: MWhat you're really looking for is
the qualifications, isn't it?

MR. AYRES: Yeah.

MR. QUILLEN: Rather than the affiliation?

MR. AYRES: Well, yeah. |Is there an advantage to
knowi ng where they're from | guess, is the question.

MR. CAMPER: \What's the yardstick to judge?

MR. AYRES: Yeah.

MR. CAMPER: | don't think there is one. It's
really about their qualifications.

MR. AYRES: Yeah.

MR. CAMPER: \VWho. Who did it. And, are they
qualified. | think Bob has got a good point there. | would

suggest deleting the word affiliation unless sonebody has a
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why we shoul dn't.
guess the only advantage to affiliation
iding it, sonetinmes confer upon them expert

opriately, maybe not.

CHAI RMAN STITT: | suspect you're going to be
given an affiliation anyway.

MEMBER QUI LLEN: Yes. | would expect so, too.

MR. AYRES: Yes. | think you will be, too.

MEMBER QUILLEN: It will be in their CV

CHAI RMAN STITT: Anything else that you want to

di scuss on nor mal

Ayres?

and energency operation, HDR devices? M.

MR. AYRES: [|'msorry?

CHAI RMAN STITT: Anything else on that section?

MR. AYRES: | don't have anything.

MEMBER

QUI LLEN: | don't have anything either.

CHAI RMAN STITT: All right.

MR. AYRES: Not here.

CHAI RVAN STITT: Dr. Hol ahan, do you want to nove

onto 9.1.1.3, "Tr

aining - Ancillary."

DR. HOLAHAN: VWhich is now 9.1. 3.

CHAI RMAN STITT: Which is now. 1'll get that

down. "Training f
Di etary services,

section?

or Ancillary Personnel (Housekeeping,

Security).” Do we have a new nanme for that
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DR. HOLAHAN:  No.

CHAI RMAN STI TT: No? Oh.

DR. HOLAHAN: But | did want to address -- and
because this went out later, | wasn't able to provide this to
Bob yet -- that the other nodul es we have revised.

Part 19.12 was revised this sumrer. And so it
has now been that -- it used to be that anybody going into a
restricted area need training. Now the revised |anguage that
we will revise this to read is, "Individuals whose assigned
activities during normal and abnormal situations are likely to
result in a dose in excess of 100 mllirem nust receive
i nstruction comensurate with potential radiol ogical health
protection problens in the workplace."

So basically if you've just got a visitor walking
t hrough, they don't necessarily need instructions or if you've
got sonmebody who's just wal king, an ancillary person just
wal ki ng through, unless you feel they are likely a normal or
abnormal situation.

So that will be revised to read |I think --

CHAI RMAN STITT: What you just read.

DR. HOLAHAN: -- the new | anguage.

CHAI RMAN STITT: WII that also include sone
exanmpl es |like you just gave or are those sort of off the cuff?

DR. HOLAHAN: | think the exanples are still

going to be the sane. Particularly with HDR is that if
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there's an abnormal situation, an individual if they are in a
roomwith an HDR are likely to receive in excess of 100, so |
think in many situations.

Now, the point is -- and that's nade at the
bottom -- that "Licensees may choose to prohibit ancillary
personnel fromentering restricted areas.”

CHAI RMAN STITT: Okay.

DR. HOLAHAN: But they would still need to
provi de sone training. Basically "Don't go in this room when
this signis up."

MR. CAMPER: And what docunment were you reading
fronf

DR. HOLAHAN: Oh, this was out of the radioactive
drug therapy nodule since we already made that change.

MR. CAMPER: Ckay.

CHAI RVAN STI TT: What do Nunmber 1 and Number 2
relate to? | mean, | know what they are, but they're kind of
hangi ng out there, "Posting,"” and "Labeling.” |Is this
training they're supposed to have on posting and | abeling or
is there nore informati on we need to hear? Posting --

MR. AYRES: "Individuals will be instructed in
the follow ng topics,” and those are the two topics.

CHAI RMAN STITT: Okay.

MR. AYRES: This parenthetical statement probably

shoul d be nmoved. It gets a little bit in the way of
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understanding that. It should be noved up ahead of that.
MR. CAMPER: Bob, help nme out a nminute.
MR. AYRES: Yes.
MR. CAMPER: For ancillary personnel,

housekeepi ng, et cetera

Label i ng on the device

MR. AYRES:
room posted or you can
DR. HOLAHAN:

MR. AYRES:
di sturb" or sonething |

DR.  HOLAHAN:

, posting is clear.

itsel f?

Yes, for exanple.

have - -

Labeling is what?

You can have the

You coul d have a | abel. I nmean, if

"Radi oactive materi al .

i ke that on a

Right. "Don't

safe or -

Do not

pi ck up sonet hing

marked with a | abel on it that says 'Radioactive material.'"

MR. CAMPER:

because we m ght have a | ead contai ner

source that fell out.

DR. HOLAHAN:
MR. AYRES:
MR. CAMPER:

comrent about the parag

says, "10 CFR 19.12."

the sentence, as in "10
MR. AYRES:
VMR. CANMPER:

Well, that's supportable here

Ri ght, source.

sitting around or a

Or a new source yet to be installed.

Ri ght. Ckay.

raph, though,

Just an editorial

a few lines up, where it

"10" can't stand al one at the end of

CFR 19.12."

No. That --

Just a m nor

editori al

coment .
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DR. HOLAHAN: It will be probably be noved anyway

MR. CAMPER: Yes. I"msure it will.
DR. HOLAHAN: -- some when we revise it.
MR. CAMPER: ' m sure.

MEMBER QUI LLEN: One of the problens of the way
this is stated is that what ancillary people need to be
trained in is what is the nmeaning of |abels --

DR. HOLAHAN: Ri ght .

MEMBER QUI LLEN: -- and signs. They don't do
posting thensel ves.

DR. HOLAHAN: No. Oh, okay.

CHAI RMAN STITT: | guess that's the problem | had
with it. Thank you. Wen | see those two words there, in
fact, | would suggest that we need a -- if you're going to
keep that first paragraph, then let's nake a second paragraph
t hat says, "Individuals will be instructed in the foll ow ng
topics.” It lists them

MR. AYRES: Yes. That sentence has got to be
noved that follows that.

CHAI RVAN STITT: Yes. But | agree with Bob's
coment .

MR. CAMPER: The neani ng of.

CHAI RMAN STITT: The meaning of. There you go.

VMR. CANMPER: Yes.
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CHAI RMAN STITT: Posting. The meani ng of

| abeling, which | had to ask nyself.

MR. AYRES: O you could put it in a sentence,
"The meaning of the follow ng topics" or "understandi ng of" or
sonething like that.

MR. CAMPER: Yes.

MR. AYRES: It could be adjusted either place,
but yes.

DR. HOLAHAN: The other -- and, again, | don't
mean to refer continually back to the other nodule. But the
ot her point that was in there that raised a question as to
whet her or not it should be included as radi ation protection
to include concept of time, distance, and shi el ding.

CHAI RMAN STITT: There you go. Concept of. |
mean, okay.

DR. HOLAHAN: And we could include that as well,
as opposed to neaning of posting and | abeling and precautions.

CHAI RMAN STITT: Right, right.

MR. CAMPER: Simlarly, | would be specific about
what you nean by "precautions.”™ You nean precautions when in
roons where renote brachytherapy is occurring; right?

DR. HOLAHAN: Right. |It's even if they're going
into a PDR roomw th --

MR. CAMPER: Right. | think we should be

specific about what we mean by "precaution.”
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CHAI RMAN STITT: And, Trish, you keep bringing it

up. We need to nmke these things as honpbgeneous as we can,
where they should be, so that it doesn't appear that we're
maki ng up new i ssues under training just because the isotope
may have changed or the use is changed. And where it makes
sense we have to, but we need sone continuity. It sounds |ike
you' re responsibility for bringing us up on that.

MEMBER QUI LLEN: One of the problens that you get
into -- and 1'l|l give you sone experience to illustrate this
-- is that when | was in Chio, both the NRC and the State of
Ohi o had an ongoing set of issues with Western Reserve
Uni versity and University Hospital. And when | asked the
Uni versity Hospital what was the primary | anguage of their
ancillary staff, their janitorial staff, they said, "Polish."

So they could not read instructions. | nean,
they needed to be instructed in Polish basically what signs
meant, what | abels neant, what they were supposed to do. But
you couldn't post instructions in English on the wall and
expect them to understand what they were supposed to do.

MR. CAMPER: Yes. So you m ght nodify your
sentence, then, where it says "Individuals will be instructed

in the following topics,” "in a manner that ensures that they
under st and the subject matter," sonething to that effect.
MEMBER QUI LLEN: That's right. You need to get

sonet hi ng across that these people have to understand these
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i ssues, rather than just be able to --

MR. CAMPER: |f you say sonething |ike what |
just said, | think you're making the point w thout that
treading on thin ice in that you begin to sound
di scrim natory.

MEMBER QUI LLEN: That's right. And | know in our
area it's Hispanics.

DR. HOLAHAN: | know. | was down in Texas. And
many of the signs were posted in both English and Spani sh.

MEMBER QUI LLEN: Right, but this is one of the
things | noticed at University Hospital in Cleveland. You had
many ancillary people who just didn't know. | nean, they just
did what they were told, and that was it --

MR. CAMPER:. Right.

MEMBER QUI LLEN: -- because they couldn't read
t he signs.

CHAI RMAN STI TT: And we do need to address that
in some tasteful fashion.

MEMBER QUI LLEN: Well put.

CHAI RMAN STITT: Well, | was having the sane
problem What's posting? And what's |abeling?

DR. HOLAHAN: So if we say "neani ng of posting
and | abel ing" and then "necessary precautions,” would that be

MR. CAMPER: Well, again, | think the point that
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I was making was it's necessary precautions when and areas
where LDR or PDR or HDR is occurring. | mean, that's --

DR. HOLAHAN: VWhen in a restricted area?

MR. CAMPER:. Well, see, you could be in a
restricted area for sonme reason other than where LDR, HDR, or
PDR is going on. | nean, the bottomline is you want themto
know when they're going in a room where --

DR. HOLAHAN:. Yes. But, again, if we're saying
this is commensurate. Ckay.

MR. CAMPER: Well, "precautions" is not nearly
descri pt enough.

MEMBER QUI LLEN:  You know, this is too --

DR. HOLAHAN: Right. But the |anguage is going
-- that is currently in Part 19 says --

CHAI RMAN STITT: It depends on what kind of
precautions you're concerned about.

DR. HOLAHAN: Well, it says "comensurate with
potenti al radiological health protection problens present in
the workplace" in Part 19 now So | think that will address
that to sone degree.

MEMBER QUI LLEN: Well, the other issue | have is

the situation we see periodically and | think other people see

periodically is that janitorial staff does not follow the work

rul es associated with working in a medical environnent. They

get bags m xed up. So they put yell ow bags up in magenta bags
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and vice versa and white bags.
And so there's an issue here that they understand
what ever the -- not just the precautions, but the -- | hate to

use the word "work rules,” but sonething like that associ ated
with the environnment.

DR. HOLAHAN: Well, would it be typical for nmany
of the renote afterl oading cases that ancillary staff woul d
just be told not to go into the roonf

CHAI RMAN STITT: Yes, that's very typical because
of what you're describing.

MR. AYRES: And there isn't really a bag problem
with renote afterl oadi ng.

DR. HOLAHAN:  No.

MR. AYRES: There isn't radioactive waste
associated with it.

MEMBER QUI LLEN: | know. But |'mjust saying
that that's what happens.

MR. AYRES: | understand your point and --

MEMBER QUI LLEN: | don't know how many tinmes in
my life I'"ve had to deal with that issue of putting --

CHAI RMAN STITT: Why don't you take the
parent heses out of "Licensees may choose to prohibit"? |
mean, | only say that in a --

DR. HOLAHAN: That could actually be noved up,

t oo.
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CHAl RMAN STI TT: It sounds |ike --

MR. AYRES: That's in error. That sentence needs
to be made a separate sentence that starts ahead of
"I ndividuals.” Yes. That one |'ve already noted.

CHAI RMAN STITT: Okay. It makes it sound |ike
"Oh, by the way" when, actually, a | ot of people choose that
route because --

MR. AYRES: That will be made a stand-al one
sentence between "review' and "Individuals."”

CHAI RMAN STITT: Good. And we're going to try to

flesh out "Posting/Labeling,"” "Precautions” to include the

t hings that we just brought up, then.

"Training for Contractors." "Contractors" refer
to what?

DR. HOLAHAN: Anybody.

MR. AYRES: Anybody, including physicists,
nurses. |t just says everything that applies to your own

people applies to contractors.

CHAI RMAN STITT: Okay.

MR. CAMPER:. W don't you just --

CHAI RMAN STITT: G ve exanpl es.

MR. CAMPER: -- enbody that term or that concept
earlier when you're tal king about who's being trained?

DR. HOLAHAN: Because --

MR. CAMPER: \Why do you need a separate section?
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DR. HOLAHAN: Because we felt it was significant

enough to bring it to light. W didn't want it lost in the
body as you're just sort of scanning through to have
contractors --

CHAI RMAN STITT: | can see that.

DR. HOLAHAN: We wanted to nake sure that people
were aware that contractors working for the |licensee are still
wor ki ng on that |icense.

CHAI RMAN STITT: Would you descri be who

contractors m ght potentially be? And that will just catch

people's eyes. We all knowit, but I had to ask a question to

be sure.

DR. HOLAHAN: Ckay. | nean, in our --

CHAI RMAN STI TT: Contract nursing staff are
involved in this. And | think it's a potential risky area.
But, nonethel ess --

MR. AYRES: It covers a huge spectrum | nmean,
it could --

CHAI RVAN STITT: Well, give sonme exanpl es.

DR. HOLAHAN: G ve sone exanpl es.

MR. AYRES: It could even be construction folks
beconme ancillary personnel at that point.

CHAI RMAN STITT: Well, sonebody m ght say, "Yes.
That involves the contract that we have for physics,” but not

realize that in sonme hospitals the fol ks who are witing the
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license may not realize that nursing staff, particularly on
certain shifts, are all contractual and are brought in from
out si de agencies for short.

MR. AYRES: Yes. That's always a problemwth
overl ooki ng particularly contract nursing personnel.

MR. CAMPER:  You could have a consultant
physi ci st, too; correct?

MR. AYRES: ©Oh, sure. | nmentioned that.

CHAI RMAN STITT: Sonme exanpl es.

MEMBER QUI LLEN: Operator, slash operator.

DR. HOLAHAN: Yes. | think you do have tenp
services for therapist, too. So if you brought in a --

CHAI RMAN STITT: Sonme exanmples would say "This
means you. "

MR. AYRES: Yes. W have visiting authorized
users.

CHAI RMAN STI TT:  True.

MR. CAMPER: No | onger.

CHAI RMAN STITT: No | onger?

MR. CAMPER: Not after the radi opharmacy rul e.
The term aut horized --

CHAI RMAN STITT: They can cone in?

MR. CAMPER: Visiting authorized user no |onger
exists in our regulations after the radi opharnmacy rule, which

became effective in January. Renmenber that now they may, the
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i censees may, authorize an authorized user provided they have
certain board certifications and then subsequently notify us
within 30 days of having done so. So the term --

DR. HOLAHAN: So | ocumtenants would be included
under that? Locum tenants would be included that they would
just let us know if they are comng in?

MR. CAMPER: As long as they're Board-certified.
Now, if they're not Board-certified, they still have to seek
an amendment. But you will not find the term"visiting
aut hori zed user” in the regul ati ons today.

MR. CAMPER: Oh, okay. Of track.

CHAI RVMAN STITT: So that doesn't really relate to
the nobile HDR units? Those aren't visiting authorized users.
Those are authorized users.

MR. CAMPER: That's right. They're a use.

That's correct.
MR. AYRES: Wich, by the way, nobile HDR i s not

in here what soever

CHAI RMAN STITT: That was neant to be off -- not
off the record, but -- right. W've had enough difficulties.
MR. AYRES: It was in the -- | guess it wasn't in

the cover letter. The reason is we have yet to receive an
application for nobile HDR
MR. CAMPER: Two reasons, actually. That is

correct. We have not yet received, although we anticipate
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receiving in the near future. But literally today Part 35
prohi bits --

MR. AYRES:. Yes.

MR. CAMPER: -- licensing of a nobile HDR. If we
were going to license one, we would have to grant it by
exemption --

MR. AYRES: That's correct.

MR. CAMPER. -- to Part 35. Now, as Bob said,
we've never had to do that yet. W did neet with an
organi zation this sumer that was going to submt an
application. They have not as of yet.

The State of California has a license to nobile
HDR;, in fact, to this very same organization.

MR. AYRES: Yes. And | understand they're
actively advertising at this point. W've been getting a
bunch of telephone inquiries in the last couple of weeks about
nmobi |l e HDR from agreenent states, in particular, but also sone
of our regions.

| understand that also applies -- since it's not
aut horized, that applies to reciprocity also at this point.

CHAI RMAN STITT: Have there been any
m sadventures fromthe California unit yet?

MR. AYRES: One m sadm nistration.

MR. CAMPER: Your comment about reciprocity is

correct. One-fifty states that we will recogni ze under
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reci procity those things which the agreenent states have
authorized their licensee to do unless it is contrary to our
regul ations, --

MR. AYRES: Which it currently is.

MR. CAMPER: -- which it currently would be.
That's right.

MR. CAMPER: Are we losing you in that regul atory
jargon?

CHAI RMAN STITT: | was thinking what | wanted to
have for | unch.

MR. AYRES: In other words, right now we have no
i censed nmobile HDR. And we woul d not grant it under
reciprocity.

CHAI RVMAN STITT: That will be a separate
subcommi tt ee neeting.

MR. CAMPER: Yes, it wll.

CHAI RMAN STI TT: "Records," 9. 3.

DR. HOLAHAN: It just says you have to keep them

CHAI RMAN STITT: \What ?

DR. HOLAHAN: It just says you have to keep them

MR. AYRES: For three years on your training
records.

CHAI RMAN STITT: Training records. All right.

MR. AYRES: That's under 9. So it's training.

CHAI RMAN STITT: Right. Item 10, "Facilities and
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Equi pment. " So 10.1 is really what it | ooks like?

DR. HOLAHAN: Yes.

CHAI RMAN STITT: Okay. How about 10.1.1 and
thereafter?

DR. HOLAHAN: Yes. 10.1 is general. Then you've
got either the pulsed or then 10.1.2 is the | ow dose rate,
which is why it's broken down |ike that.

CHAI RMAN STI TT:  Ckay.

MR. AYRES: Yes. W treat pulsed, nedium and
hi gh the sanme as far as shielding goes. And there are no
medi uns. And for biological response reasons, | would not
antici pate any.

CHAI RMAN STITT: Are there any comments that
you' ve received about these sections?

MR. AYRES: Not any -- again, across all sections
are mnor editorial corrections. There was sonething about
monitors. |I'mtrying to remenber.

CHAI RMAN STI TT: In the "Monitor" section, are we
trying to be inclusive of pulse? It |ooks |ike we are.

MR. AYRES: Well, this is the room nonitor
W t hout having had a chance to collate these, if you will, it
will be alittle tougher.

CHAI RVAN STI TT: Under - -

MR. AYRES: Oh, | renmenber. The conment was

relating to training and that we needed to explicitly address
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the use of surveys neters and roomnonitors and interpretation
t hereof under "Training." | knew there was one coment in
about that, having it in the wong section.

CHAI RMAN STITT: There is a separate section,
116, regarding pul se, dose, rate, and devices and nore
sophi sticated al arm system

Bob Quillen, do you have coments in this section

or is it --

MEMBER QUI LLEN:  No.

CHAI RMAN STITT: It's fairly straightforward.
Nobody has -- it probably doesn't have changes in it, in

particul ar, does it, from other past versions or --

MR. AYRES: Yes. It's 10.1.1.4.2 on Page 16 |I'm
going to have to just clarify a little bit. Most people
didn't understand why | "anded" and why | "orred."

MEMBER QUI LLEN: Neither did I

MR. AYRES: That's logical "and," logical "or."
Like I said, nmy electrical engineering background came through
t here and got everybody.

DR. HOLAHAN: Logical to you, Bob, but not to the
non- engi neers.

MR. AYRES: | can draw a little integrated
circle.

MR. CAMPER: We physicists say you have to keep

an eye on those engineers. You ve got to watch those guys.
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No. We understand what you're saying, Bob.

MR. AYRES: | could do "this," instead of "and"
or "or."

CHAI RMAN STITT: That would help a | ot.

MR. CAMPER: Surrogate synbol s.

DR. HOLAHAN: Let nme ask, Bob, because | think
know. | recall this. Do we specifically address that we wl

not allow portable shields for HDR;, correct?

MR. CAMPER: That's correct.

CHAI RMAN STI TT: \Where is that? Because that's
one of the things |I was |ooking for. |Is that in this section?

MR. AYRES: Yes. It certainly is.

CHAI RMAN STITT: That's why | was | ooking --

MR. AYRES: Now you're asking nme to find it.

CHAI RMAN STITT: Oh, "Adequacy of Shielding for
HDR Devices,"” | guess. |'mon 19.

DR. HOLAHAN: It should be under the facility
di agram | think.

MR. CAMPER: The facility diagram

MR. CAMPER: No.

CHAI RMAN STITT: Wait a mnute. "For the PDR
i censees specify.” Well, we all feel that way if we can find
it.

MR. AYRES: Low dose rate. "Low-dose rate

explicitly allowed. And that's on Page 10.
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DR. HOLAHAN: Ten?

MR. AYRES:. O Page 18, second paragraph down.
That's portable or allows it for | ow dose rate. Adequacy of
Shi el ding for HDR. "

DR. HOLAHAN: | guess because the question has
been rai sed about whether or not it should be allowed for PDR
| think.

MR. CAMPER: It has been raised.

DR. HOLAHAN: Yes.

MR. CAMPER: W have had a technical assistant's
request on that.

DR. HOLAHAN: For PDR?

MR. AYRES: Not for PDR. For HDR. And we're
treating PDR the same as HDR

MR. CAMPER  Right .

DR. HOLAHAN: Here we have on Page 20 in terns of
for PDR afterl oading devices, the |icensee should specify the
configuration of portable shields, if applicable.”™ That's
Item Nunmber 2. But that PDR doesn't address --

MR. CAMPER: But do you know what? | don't think
we say under this category entitled "Adequacy of" --

DR. HOLAHAN: Right, that they cannot.

MR. CAMPER: -- that you can't use a portable
shi el d.

CHAI RMAN STI TT: Then we need to add it.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

MR. CAMPER: Yes, we
addressed that sonepl ace.

CHAI RVAN STITT: We
enough.

MR. CAMPER:. Maybe |
assi stance response in which we
HDR.

MR. AYRES: Oh, | di
said, "For PDR' --

DR. HOLAHAN: Yes.

MR. AYRES: -- "afte
i censee shoul d specify the conf
shields."

MR. CAMPER: You cov
we haven't --

CHAI RMAN STI TT:  Wel

140

do. | could have sworn we

certainly tal ked about it

"mrecalling the technical

said you couldn't use it for

d lie. Under 2 on Page 20,

rl oadi ng devi ces, the

I guration of portable

ered LDR and PDR wel | . But

|, that m ght be a place to

stick the next number in there and --

DR. HOLAHAN: Put it

CHAl RMAN STITT:  --

separate nunmber, | would think

in that same paragraph?

exclude it from HDR as a

DR. HOLAHAN: If that's the case, then that

second - -
MR. AYRES: well, |
an additi onal sentence in 2 that

allowed in alittle --

could try to just put it as

portabl e shields are not
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DR. HOLAHAN: Do you think it's significant

enough that it should be called out separately as a separate

line itenf

CHAI RMAN STITT: How often do you get questions
about it?

MR. AYRES: We just don't.

MR. CAMPER: Well, we had had one. W had one
techni cal assistance request that | recall. |1s that the only
one?

MR. AYRES: Well, we have had one, yes, which we
did the TAR on. And then |I think there's been a couple since
that | just referred the regions to the TAR

CHAI RMAN STITT: |1'd nmake it a separate nunber,
just make it a single -- you know, if it just needs one or
maybe two sentences, but it would be very easy to see as
you're runni ng through this.

MR. AYRES: Okay. |It's sonething our |icense
reviewers are very nuch attuned to.

MR. CAMPER: Correct, but if someone were com ng
into the world of HDR new as a business venture or whatever,
it would be good to know that you can't.

CHAI RMAN STITT: Right. You don't have to even
| ook for it.

DR. HOLAHAN: That would be HDR and MDR, woul dn't

it? Wuld it be HDR and MDR?
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MR. AYRES:. Yes. For shielding purposes, yes.

DR. HOLAHAN:. Ckay. But just for PDR, we woul d
allow it.

MR. AYRES: Well, | put that in there. | guess
that's on the table.

MR. CAMPER: Well, you have, what, one-tenth of
the source strength.

MR. AYRES: Yes.

DR. HOLAHAN: | think, too, with PDR it would be
| ooki ng at going into where it would be conducted. Wuld it
be necessary to have portable shields or it wouldn't --

MR. AYRES: Well, they clearly -- nost of the

institutions I'maware of tend to use PDR a |ot |ike they use
LDR.
MR. CAMPER: Absent shi el di ng.
MR. AYRES: Well, except with shielding LDR for
MR. CAMPER: Oh, they are using?
MR. AYRES: Oh, yes. That --
MR. CAMPER: Portable? Portable shielding?

MR. AYRES: Yes. That one-curie source mandates
that. They can't nmeet the unrestricted area under restricted
area limts otherwi se unless they don't use adjacent roons or
restrict --

MR. CAMPER: You nean at the boundary of the --
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it depends on how big the roomis.

MR. AYRES: Yes. They normally do it in -- what
the normal situation --

MR. CAMPER: Actually, you're referring to the
two nr per hour?

MR. AYRES: Yes.

MR. CAMPER: That's at the boundary of the
unrestricted area?

MR. AYRES: Yes.

MR. CAMPER: And all I'msaying is that would be
a function of the size of the room

MR. AYRES: Yes. But what they nornmally do is
roll in a PDR in a standard nanual | ow dose patient treatnment
room

MR. CAMPER: Yes. | understand. | understand
what you're saying. | think to get to the crux of your
concern, | think your statenent in Item 2, your |ast sentence,
| think you ve captured it well, "For PDR afterl oading
devices, the |licensee should specify the configuration of
portabl e shields, if applicable, used for each set of
cal culations.” It seenms pretty --

MR. AYRES: The tendency | see with the people
who want to use portable shields for HDR are those who try to
put themin --

VMR. CANMPER: Nonexi sting --
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AYRES: -- an orthotherapy --

CAMPER: Right. That's right.

AYRES: -- roomor simulator room

> 3 3 3

CAMPER: That's right.

CHAI RMAN STITT: O to turn a roomthat really
isn't adequate into sonething that will pass.

MR. AYRES: Yes.

CHAI RMAN STITT: All right. In another --

MR. CAMPER: It is typically in a transition
too, that they're wanting to do that.

MR. AYRES: Well, the one | did the TAR one, they
wanted to do it permanently.

MR. CAMPER: That's right. they wanted to nount
it in the floor. That's right. They wanted to use a portable
shield and mount it in the floor.

MR. AYRES: And one hanging over the patient.

MR. CAMPER: That's right.

DR. HOLAHAN: Now there's a pretty scary thought.

CHAI RMAN STI TT: Other comments on the section
that we're working on, "Shielding"?

MR. AYRES: Here |I thought | had addressed that,
and it isn't explicit.

CHAI RMAN STITT: That's why we have these
neeti ngs.

MR. AYRES: That's right.
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CHAI RMAN STITT: Bob Quillen, anything here?

MEMBER QUILLEN: No. The only item | had was on
Page 20. And it was Item 4, on "Calculations to determ ne the
dose.”™ This is both HDR and PDR. And with PDR you'll have to
explain to me how often, on what periodicity, |I should say,
t hese things operate? Which do you have them on, how nany
hours per day, or --

CHAI RMAN STITT: Well, several m nutes an hour.

MEMBER QUI LLEN: Several m nutes an --

MR. AYRES: To upwards of an half an hour out of
an hour.

MEMBER QUI LLEN: Half an hour of an hour over
what period? All day |ong?

MR. AYRES:. For three days, three-four days.

MEMBER QUI LLEN: Three or four days. |If you use
a continuance occupancy factor of one, you would be doing a
cal cul ati on based upon a total day's exposure, then, as if
sonmebody was there 24 hours a day.

MR. AYRES: Which a patient in an adjacent room
may be.

MEMBER QUI LLEN: Well, but for a worker probably
is not going to be.

MR. CAMPER: It wouldn't be, would not be.

MEMBER QUI LLEN: They woul d not be.

MR. CAMPER: If you have soneone sitting at a
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desk or standing in one place all the tine.

MEMBER QUI LLEN: Well, | would say continuance
occupancy factor of one would be based upon sonmebody who is
not an occupational worker, not a worker in the petrol eum
You' re making a possi ble worst-case scenario for a facility
where --

MR. AYRES: Well, this is unrestricted areas
where we're considering the public.

MEMBER QUI LLEN: | know.

CHAI RMAN STITT: And | think he --

MR. CAMPER: Yes. But you still should use a
realistic occupancy factor.

MR. AYRES: Well, we said --

MR. CAMPER: That's what you were saying. Right,
Bob?

MEMBER QUI LLEN: Yes. | think this is for one
case it's reasonable. In one case it's not reasonabl e.

DR. HOLAHAN: But | think the argunment --

MR. AYRES: W say we will accept |ess, but
you've got to at |least show us it's reasonable. And if you
don't want to actually denonstrate what the occupancy factor
is, then one is a conservative way to go.

MR. CAMPER: No questi on.

MEMBER QUI LLEN: Yes. But you use the term

"compel ling."
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MR. AYRES: Well, "conpelling" m ght be --

DR. HOLAHAN: | think we have --

MR. CAMPER: The fact that we have someone in
that station 25 percent of the time and using a quarter
occupancy in and of itself is legitimte rationale.

MR. AYRES:. Yes, yes.

MR. CAMPER: | don't know if that's conpelling or
not, but it's legitinmte.

DR. HOLAHAN: But | think it depends on what the
unrestricted area is because, again, as Bob said, if it's a
pati ent room next door, then you may well have a patient in
there full tinme.

Al'so in sonme cases we've had |icensees conme back
and tell us, "Well, it's just a stairwell in there" or
sonet hi ng.

And we say, "Yes. But just make sure. How are
you going to verify?" And there have been sone cases where
you' ve got people residing --

CHAI RMAN STITT: In the stairwell?

DR. HOLAHAN: Well, or in a closet or things,
honel ess.

CHAI RMAN STITT: Only in D.C.

MEMBER QUILLEN: If | were witing this, | would

have said, "should consider an occupancy, a factor appropriate

for the use of the adjacent area.”
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MR. CAMPER: | think that nmakes sense, Bob. [

mean, that principle holds true whether you're devel oping,
designing an X-ray suite or a therapy suite. | nmean, that's a
truism Use the occupancy factor that is appropriate and
desi gn your shielding and your distance accordingly.

DR. HOLAHAN: But that also neans you need to
tell us what the adjacent areas area.

MR. CAMPER: Sure. That's --

CHAI RMAN STITT: And explain it.

MR. CAMPER: And explain it.

MR. AYRES: | think it should stay in there,
t hough. Absent any information, it will be presuned to be
one. | nmean, all I'msaying is that one is the default valve.

MR. CAMPER: Well, wait a second. |If you put
sone words in |ike Bob is suggesting, Bob Quillen is
suggesting, say "Calculations to determ ne the dose received
by individuals present in unrestricted areas shoul d consi der
occupancy factors appropriate to or consistent with the actual
use of the actual presence in adjacent areas."”

DR. HOLAHAN: " Possible use.™

MR. CAMPER: In the case of a patient in an
adj acent room the occupancy factor would be assumed to be
one.

MEMBER QUI LLEN: Yes. You can put that in. |

mean, that's --
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MR. CAMPER: See, the way you've got it now, it
really leads themw th a bridle on to one. And that's a
little strong.

MR. AYRES: Yes.

MR. CAMPER: | understand your conservatism And
that's a legitimate concern. But | think that if you capture
words such as Bob was suggesting and then call out the point
that if it's a patient --

MR. AYRES: All | want to do is -- you know,
think, yes, it needs to be changed and say, you know, "Provide
us the information. But absent the information, we wll
assume one."

MR. CAMPER: Well, you could say that
specifically.

MR. AYRES:. Yes, yes.

MR. CAMPER: Ckay.

MEMBER QUI LLEN: That was ny only comment on Page
20.

MR. CAMPER: But |let ne just give you the
argunent to that. One could argue that, "Absent that
i nformation, you should ask."

MR. AYRES: Well, if they want to take the nost
conservative nunber, why ask?

MR. CAMPER: No. W would be taking the nopst

conservati ve nunber.
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MR. AYRES: Right.

MR. CAMPER: the way you structure that coment,
we woul d be taking --

MR. AYRES: Right.

MR. CAMPER: "If you don't give it to us, we wll
assune one."

MR. AYRES: Yes. Well, why should we ask if they
don't want to provide it and just presune one or they just
presune one thensel ves?

MR. CAMPER: |'m just saying there are two ways
you can -- two ways we could take that. One would be if it's
not specified, you could specifically ask so that you woul d be
getting the best data possible or you can take the
conservative approach, "W will assunme one."

MR. AYRES: Yes.

MR. CAMPER: And as long as we alert themto
that, | mean, that's reasonabl e.

MR. AYRES: Well, actually we shouldn't have to
alert them because that should be in their cal cul ations.
They' ve got to presune an occupancy factor in the cal cul ati ons
or --

MR. CAMPER: Well, again, | think if we structure
it the way --

MR. AYRES: Okay. Yes. |1'Il revisit that one.

It needs a little --
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MR. CAMPER: It should work.

DR. HOLAHAN: You shoul d al so maybe indicate that
they should -- rem nd themto describe what the adjacent areas
are.

MR. AYRES:. Yes.

MR. CAMPER: Are we clear about that point in the
facility diagranf

MEMBER QUI LLEN: Yes, you are.

DR. HOLAHAN: Are we?

MR. AYRES: One of the problens that assum ng one
takes care of and using a specific value doesn't if the use of
t he room changes. Then one would need to put sone | anguage in
here that they will have to anmend their |icensee with new
cal cul ations if the room usage changes; in other words, they
convert the roomfroma treatnent planning roomto a patient
room or whatever

MR. CAMPER: | had a conmment now that we've
gotten back into that section. Under 10.1.2.1, "Facility
Di agram " we have a sentence there which | know why you have
it in there, but I nust tell you it's alittle troubling as I
read it. It says, "The patient room should be as far away
fromthe nursing station and heavy traffic hallways as is
consi stent with good nedical care.™

DR. HOLAHAN: | think we also said that in the --

MR. CAMPER: Well, what bails us out of that
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sentence is "as is consistent with good nedical care.” In
ot her words, | could readily see why one would want to devel op
a roomin which it was very close to a nursing station because
of the fact that this procedure is ongoing for a |long period
of time and you want to be able to have good nonitoring.

The reason you' ve done this, of course, is
because of exposure rate. But, you know, you can design to
exposure rate. Page 18.

MR. AYRES:. Yes.

DR. HOLAHAN:. We use that sane | anguage in the
manual , "brachytherapy nodule,” as well, basically to --

CHAI RVAN STI TT:  VWhi ch nodul e?

DR. HOLAHAN: Manual brachyt herapy, one we'll
di scuss tonorrow.

CHAI RMAN STITT: And this was the fire | anguage.
Is that right? |Is that sonewhere?

MR. CAMPER: | mean, couldn't you nodify?
I nstead of saying that the room should be as far away fromthe
nursing station, couldn't you say sonething along the |ines of
"The room should” -- let nme give you the thought. The room
that is used should be consistent with providing good medi cal
care while considering a neans to reduce the exposure.

MEMBER QUI LLEN: It uses its own ALARA concept,
basi cal | y.

DR. HOLAHAN: Yes. |It's the ALARA
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consi der ati ons. And | think that --

MEMBER QUI LLEN: You've got good nedical care and

ALARA conmbi ned. And you have to bal ance the two.
DR. HOLAHAN: Ri ght.

CHAI RMAN STITT: So maybe you shoul d nmake t hat

statenment, instead of saying --
MR. CAMPER: That's what | -- well, yes, but --
CHAI RMAN STI TT: -- where the room should be

| ocat ed.
MR. CAMPER: That's right. | nmean, the idea of

sayi ng the room shoul d be --

CHAI RMAN STI TT: Just say put it where.

MR. CAMPER: -- far away fromthe nursing station

Is alittle troubling.

CHAI RMAN STITT:  Yes.

MR. CAMPER: You should say that the placenent of

the patient room should bear in mnd principles of ALARA and

good nedi cal care

CHAI RMAN STITT: 1've actually worked in

institutions where they were right next to the nursing station

MR. CAMPER:. Absol utely.
CHAI RMAN STITT: -- for that very reason.
MR. CAMPER: Absolutely. You design it

accordingly. That's what lead in the wall is for.
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DR. HOLAHAN: Currently in the --

MR. CAMPER:. There are Pb-lined glass w ndows and
so forth.

DR. HOLAHAN: That | anguage canme out of Appendi X
R of the existing Reg. Cuide 10.8.

MR. AYRES: Yes.

DR. HOLAHAN: It says, "The patient's roomw ||
be as far away fromthe nursing station and heavy traffic
hal | ways as consistent. It will be a private roomunless the
dose rate at one meter neets requirenments in 20.105(a) and" --

MR. CAMPER: Well, | understand.

DR. HOLAHAN:  Okay.

MR. CAMPER:. And | still have the same probl em
with it as a matter of principle, though. |[I'mnot saying it's
poor, inadequate. |'mjust saying there's a better way to say

it.

| mean, what you're really getting at is what Bob
is raising. |It's really about ALARA and at the sane tinme good
nmedi cal care. And you place your roomw th those things in
m nd or you design your room accordingly.

DR. HOLAHAN: So you're saying to revise it to
say somet hing about it should be located to take into
consi deration both ALARA considerations and good nedi cal care.
The problemis then people cone back and say, "Okay. What do

you nmean?"
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MEMBER QUI LLEN: That's their problem

DR. HOLAHAN: They can figure it out; right?

MR. CAMPER: | think health physicists
under stand. Physicists understand that concept.

DR. HOLAHAN: You're assum ng again that
everybody has a physicist on staff.

CHAI RMAN STITT: This is pretty high |level stuff.
I nmean, they're either going to have a good contractor or
they're going to have a physicist on the staff. | don't think
it's the sane as talking to the housekeepi ng peopl e.

DR. HOLAHAN: Ckay.

MEMBER QUI LLEN: No.

CHAI RMAN STITT: He says it's not. | nean, here
you're saying it should be far away. | think you should not
tell them where it should be but tell themthat the issues
you're dealing with are ALARA and nedical care and let them
figure out where it should be because it's going to be
different in different facilities.

MR. CAMPER: See, actually you have three things.
You have ALARA, good nedical care. You have exposure limts,
the boundary of unrestricted areas. | nean, those are the
three things you ve got to consider.

CHAI RMAN STITT: | want to make you fol ks work
t hrough the end of the itemthat we're on. So --

MR. CAMPER: What a tasknmster.
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CHAI RMAN STITT: | know. Well, | was trying to

figure out if we could get through Item 11, but | don't think
it's going to work.

MR. AYRES: W don't have very -- short trip,
short trip.

DR. HOLAHAN: Item 11 is pretty nuch all left,
that is left.

MR. AYRES: [It's huge.

DR. HOLAHAN: Item 11 is the rest of it. Okay?

CHAI RMAN STITT: Well, you can't go to 11 until
you finish what we're working on.

DR. HOLAHAN: tem 10.

CHAI RMAN STITT: So just tighten those
sphincters. | shouldn't say these things. | need to
practice. All right.

MEMBER QUI LLEN: Can | just ask a question for

clarification? Because on top of Page 18, the first line
there, nmy copy is such that | can't read. It says "general
information." Then the next word I can't read.

CHAI RMAN STITT: M ne says "described
previously."

MR. CAMPER:. We did that on your copy on purpose,
Bob.

DR. HOLAHAN: \What? Wit a mnute. What? Can

you start with the beginning of the sentence because | think
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"In addition to the general

"In addition to the general™

Okay.

Thank you.

-- it's

"Described previously in this guide."

MEMBER QUI LLEN

DR. HOLAHAN:

MR. CAMPER:

"Descri bed. "

Okay.

Just

as a matter

Okay.

of record, you and

Bob are working froma different copy than we are?

DR. HOLAHAN:

]

ust put it

strai ght up.

think it's the difference in the type that was done.

somewhat smaller type.
MR. AYRES:
DR. HOLAHAN:

differently, but it did.
MR. AYRES:

t 00.

DR.  HOLAHAN:

Yes,

yes.

And | don't

Yes.

And |

Yours i s

know how it cane out

| just printed a fresh one,

It's only shifted by a line or two,

but it's enough that we're scurrying every tinme you --

MR. AYRES:

Vel |,

sonetimes go back to those.

DR. HOLAHAN:

MR. AYRES:

Yes.

Yes.

| have a copy of that.

We have,

it

| ooks |i ke,

OGC' s comments are the --

10 and
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12-point pitch type.

DR. HOLAHAN: Yes. Okay.

MEMBER QUI LLEN: Well, going back to that
par agraph, then --

CHAI RMAN STITT: We're under "Facility D agram”
Is that correct?

MEMBER QUI LLEN: "Facility Di agram”

CHAI RVAN STI TT: 10.1.2.1.

MEMBER QUILLEN: "In addition to the genera
i nformation described previously in this guide, provide a
description of any additional shielding of proposed patient
roons used for inplant therapy.” What does that have to do
with facility diagran? It has to do with additional shielding
requirements. Isn't it?

CHAI RMAN STITT: Does that refer to tenporary
shi el ds?

MEMBER QUI LLEN: And then you go to "consi stent
with good nedical care,” which is really -- the paragraph
headi ng doesn't describe what's in your paragraph is what |I'm
sayi ng.

DR. HOLAHAN:. Well, except the facility -- your
| ocati on of your patient room-- again changing it in |light of
what we just discussed with the ALARA and the good nedi cal
care, that is part of the facility diagram where you can

actually locate it.
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And then | think your shielding would be part of

your facility diagram You' re using additional shielding.

MEMBER QUI LLEN: Well, it tal ks about portable
shi el ds, too.

DR. HOLAHAN: But those would al so be part of
what you're using in your facility to conply with --

MR. AYRES: |If your permanent shielding isn't
adequate fromyour facility diagram you're going to have to
address that issue.

MEMBER QUI LLEN: | just found the paragraph
headi ng to be not descriptive of what information you were
searching for in the paragraph.

MR. AYRES: Ckay.

DR. HOLAHAN: Oh, okay. Well, yes because,
actually, 10.1 is entitled "Facility Diagram"™ too. And this
is |ike a subheadi ng of a subheadi ng.

MR. AYRES: This is specific to | owdose rate
devi ces.

DR. HOLAHAN: Yes, but on Page 13, the overal
topic is "Facility Diagram"”

MR. AYRES: Yes.

DR. HOLAHAN: Then we go into HDRs. Then we go
into LDR. So I think we need to --

MR. AYRES: Yes. Okay. | see. It needs to be

reexam ned.
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CHAl RMAN STI TT: O retitled. I s she

conpl ai ni ng?
DR. HOLAHAN: No. She was just asking where.

MR. CAMPER: Sinmobn Legree has us noving to this

part.
CHAI RMAN STITT: All right. So we |ike what it
says, but we'd like to call it sonmething else?
DR. HOLAHAN: We'd like to call it sonething
di fferent.
CHAI RVAN STITT: Wuld that be right, Bob?
MEMBER QUI LLEN:  Yes.
CHAI RMAN STITT: Okay. |It's not the content as
much as --

MEMBER QUI LLEN: Yes. It's not the content. The
content just doesn't followthe --

MR. CAMPER: Right, right.

MR. AYRES: |[|'Il play with that.

CHAI RMAN STITT: So we'll find sonme other way to
descri be that.

Al right. "Viewing and Intercom Systens,"
"Warni ng Systens and Access Control."

DR. HOLAHAN: How about "Di agranms"? That's what
it's called under the HDR section.

CHAI RMAN STI TT: What's it called?

DR. HOLAHAN: "Di agrans."
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CHAl RMAN STI TT: That's what it is. You're

asking for diagranms in Paragraph 1 and 2.

MR. AYRES: Okay. So noted.

CHAI RMAN STI TT: How about "Viewi ng and I ntercom
Systens” as well as "WAarning Systenms and Access Control "?

MR. CAMPER: Again, we're only under LDR here.

CHAI RMAN STITT: Rempte LDR. Is that right?

MR. AYRES: Yes, renote afterl oading.

DR. HOLAHAN: Yes.

CHAI RVAN STI TT: Ri ght .

DR. HOLAHAN: Manual will be dealt with tonorrow.

CHAI RMAN STITT: Okay. There's no issue on
remote | ow-dose rate that cones up in the high-dose rate
regardi ng noving the devices? |s that correct? Are we
happier with relocating LDR devices than we are with
rel ocati ng HDR devi ces?

MR. AYRES: Right. Just recently |I've addressed
this issue with some guidance to the regions. And our current
position as set forth in that is you can't nove them W
gr andf at hered those that we're permtted to.

CHAI RMAN STITT: LDRs we're tal king about?

MR. AYRES: HDRs.

CHAI RVAN STI TT: HDRs. All right.

MR. AYRES: But we won't consider it unless the

devi ces neet the new requirenents for transportability for
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future |licenses.

CHAI RVAN STI TT: But LDRs, that's not one of the
I ssues that --

MR. AYRES: Not one of the issues.

CHAI RMAN STITT: So this is all |ooking fine.
How about in the | ast paragraph on 18, "Warni ng Systens and
Access Control," specifically in regards to relocating?
Everybody's happy with that?

"' m not questioning. | just want to discuss it.

DR. HOLAHAN: Ri ght .

MR. AYRES:. Yes. The only special thing in there
Is when they nove it, they reconnect whatever interlock

protective systens they have, they be tested before they begin

treat ment.

MR. CAMPER: Bob, a question for you.

MR. AYRES: Yes?

MR. CAMPER: Bob Ayres, on Page 19, under 10. 2,
"Survey Instrunments,” is this clearing up that confusion that

exi sts on 357

MR. AYRES: No. This goes with the existing
requi renents because this is LDR

DR. HOLAHAN: Well, actually, no. The survey
i nstrunents, that's just what you nust have. And that goes
back to 420. That's not use of survey instrunents. Isn't

t hat under operating procedures?
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MR. AYRES: Yes. See, this requires both here.

It says you' ve got to have both of them

DR. HOLAHAN:. OCkay. This is a --

MR. AYRES: That's just reiterating, if you wll,
35. 420.

MR. CAMPER: No, no. How do you get to both of
t hen? Where do you see that?

DR. HOLAHAN: Because 420 --

MR. AYRES: "Licensee shall confirmthe
possession and availability of a portable radiation detection
survey instrunent and a portable radiati on measurenent survey
instrument." That's both of them

DR. HOLAHAN: It's under operating procedure is
t he question you' re asking?

MR. CAMPER: \What's the national dose rate from
t he LDR?

MR. AYRES: Sane as conventional |ow dose. What?
Twenty r per hour or sonmething |ike that?

MR. CAMPER: Why do you want sonebody to have a
survey neasurenent instrunent capable of a range up to 1,000
mlliremper hour?

DR. HOLAHAN: Because 420 --

MR. AYRES: Well, | didn't see any particul ar
reason in granting any -- | nean, that's what's required for

conventi onal manual afterl oadi ng brachytherapy and --
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MR. CAMPER: Well, that's true. | nmean, that's a

regul ati on probl em

MR. AYRES: That's a regul ation problem

DR. HOLAHAN: Section 10.2 applies to both HDR
and LDR renote afterloaders, that section you're reading on
survey instrunents.

MR. AYRES: Yes, it does. It's now out of --

DR. HOLAHAN: Now, I'Ill switch from --

MR. CAMPER: No.

DR. HOLAHAN: No.

MR. AYRES: Yes, it does.

DR. HOLAHAN: It dropped from 10.1. Anything
with a 10.1.2 addresses | ow-dose rate.

MR. AYRES: Yes.

DR. HOLAHAN: Then once you get to 10.2, you're
into a new section.

MR. AYRES: Yes. You can keep track of things
better by always referring to the indented.

MR. CAMPER: | see. Well, that's not easy to
foll ow.

MR. AYRES: Well, that's the structure of the
docunent .

DR. HOLAHAN: That's the structure of the way the
Reg. Guide is witten, and all Reg. Guides are witten into --

MR. CAMPER: Yes, yes. GCkay. | see what the
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problemis. Also, frankly, 35.420 as currently witten could
be i nproved.

DR. HOLAHAN: Correct.

MR. AYRES: Ri ght.

DR. HOLAHAN: Hopefully we can deal with that as
we revise Part 35.

MR. CAMPER: Yes. Ckay. | see the problem
Ckay.

MR. AYRES: If you promse to sit on OGC, |'l]
approve it.

MEMBER QUILLEN: "Il just for the record nake a
comment that when we adopted our version of Part 35, that
medi cal physics consultants came to me and said, "Look,
there's no good one instrunent that will do this."

So what we wrote our regulation to say is, "You
wi |l have survey capability between these two ranges. And
don't care whether you use one instrunment or two instrunents
or three instrunments.”

MR. CAMPER: You're saying to go from.1 to

1, 0007

MEMBER QUI LLEN:  Yes.

MR. AYRES: | understand there are instrunments
avai | abl e now that will cover that range.

MEMBER QUI LLEN: Well, that's what the

manuf acturer is saying. People who practice in the field say
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no.

MR. AYRES: Maybe.

MR. CAMPER:. Okay.

CHAI RMAN STITT: All right. Any other comments
on this? W' re w nding up through this section here? Bob
Quillen, other things you have to comrent on?

MEMBER QUI LLEN: No. | think 1"ve made all ny
coments.

MR. AYRES: One little sneaky thing |I put in here
just | ooking ahead, just a comment the reason of it, on Page
20, on Item5, | put "units of remor mllisieverts.” The
reason for that is at |least in Russia and maybe sone ot her
pl aces in Europe and maybe -- |'munaware of in the U S., but
there are sonme RAL procedures, at |east being used and
i nvestigated using neutron sources; in particular, Californium
252. So | was just anticipating.

MR. CAMPER: Bob, | noticed here on Page 21 --
and you may have done this. | just haven't thought about it
before now. In Item 6(b), where we're saying a "dose within

0.5 rem (5 mllisieverts)," have we used English and standard
i nternational units throughout? | would doubl e-check that,
but --

MR. AYRES: | tried to.

MR. CAMPER: Ckay.

MEMBER QUI LLEN: That's an editorial --
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MR. CAMPER: As we nove towards conpl ete

i npl enentati on of our netrification program we should nake

sure we're doing that. And perhaps you have. |It's just a
t hought .

MR. AYRES: | think the |latest comments | got
fromour tech editor is -- | may need to change this. Anyway

I think now we've done the switch and netric goes first.

DR. HOLAHAN:  Yes.

MR. CAMPER: | thought it was the other way
around.

MR. AYRES: Well, it used to be. | think it's
now we've -- 1'll check that.

DR. HOLAHAN: It's -- yes.

MR. CAMPER: Okay. \Whatever is consistent with
t he agency policy.

DR. HOLAHAN: The only point that | just wanted
to make quickly -- and | just wanted to raise it on the table
-- is on Page 19 under "Security of RAL Devices," one of the
guestions that has been posed to nme when | have been tal king
to individuals is: For security of the device, if you shut it
off with the keys and everything else, there does -- how far
away does an individual have to be to take the key with thenf
And what is unattended? And | don't know. Do we need to
spell that out any further?

Because there's been a question, "Look, |'ve done
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all my warmup and everything else, and I'm going off to do
this. But |I don't want to shut the whole unit down to take
t he keys out."

CHAI RMAN STITT: What are the possible actions
t hat woul d be acceptable or not acceptable?

DR. HOLAHAN: | don't know. | just wanted to
raise it because it --

MR. CAMPER: \Why would | not want to take the key
with me if it was unattended?

DR. HOLAHAN: Because |'monly going down the
hall to ny office.

CHAI RMAN STITT: Maybe it depends on what
unattended neans.

MR. AYRES: Well, device is --

DR. HOLAHAN: Well, | guess that's --
MR. CAMPER: Still, at that point it is
unattended. It is not being nonitored. It is not in use.

CHAI RMAN STITT: But you've just done your
war m up procedures?
DR. HOLAHAN: You' ve done your warm up

procedures. You've done your dosinmetry. The patient isn't

there -- or no. You haven't done your dosinetry. You' ve done

your warm up procedures and everything el se.
The patient isn't there yet. You're leaving it

for 20 mnutes until the patient gets there. But you don't
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want to sit and watch it, sit beside it while you' re waiting
for that patient to come down.

MR. AYRES: M personal reply to that would be if
| were asked that question, "Well, okay. Make the access door
to the treatnent facility | ockable and that be | ocked." Then
t he keys are not accessible. The console key is not
accessi bl e.

MR. CAMPER: That's not a healthy situation to
have. [It's just not.

DR. HOLAHAN: Okay. |[|I'mjust raising it because
t he question has been raised, and | just wanted to put it on
the table to see if there is, you know --

MR. AYRES: That's done. You know, it's not
| ocked during treatnent, of course, but if you had your door
to your treatnment room | ockable, then you could | eave the
device in and power it up because you' ve --

DR. HOLAHAN: But the console is outside. So
it's not.

CHAI RMAN STITT: Consoles aren't necessarily in
secured areas.

DR. HOLAHAN: Ri ght .

MR. AYRES: Ri ght.

CHAI RMAN STI TT: The machi nes are, but the
consol es aren't.

MR. AYRES: But if the source was under a | ocked
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shield, which we would by | ocking the treatnment room door,
sonebody runs out, so what, | nean?

MEMBER QUI LLEN: Well, there's another thing you
could put in here. You could say it's not in use or is
unat t ended and not under observation because sonetinmes when
you nean attended, you nmean sonebody is standing there. In
ot her cases sonething' s unattended, but it's under
observati on.

MR. CAMPER. Ri ght.

MR. AYRES: Again, it's a bit of a definition
thing, | guess, you know.

MR. CAMPER: Well, you could, but you could put

. e.

an after "unattended."” \Where it says "unattended,"”
there is not not under observation -- or you could say "not
being directly observed" or something to that effect.

MEMBER QUI LLEN: We've conme into this sanme
guestion with |linear accelerators, where they say, "Look,
t here's nobody standing at the control panel.”

MR. CAMPER: Yes. "We're fired up, keeping
war med up."

MEMBER QUI LLEN:  "And we're going to keep it on,"
but it's under observation.

CHAI RMAN STI TT: That's acceptabl e.

MEMBER QUI LLEN:  Yes.

CHAI RMAN STITT: | think we ought to be specific
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than "We've got it warmed up. We're waiting for the patient.”

I[t's not in use, but it would still be under observation
MR. CAMPER: Well, you see --
CHAI RMAN STI TT: Do you want to --
MR. CAMPER:. See, soneone mght argue "If |I'm
warmng it up, it is, in fact, in use.”

MR. AYRES: Yes. That's a legitimte argunent.

MR. CAMPER:. There are different types of in use.

MR. AYRES: Yes.

MR. CAMPER: Irradiating the patient. That's
another type of in use. |I'mpreparing it for irradiation

That' s al so.
MR. AYRES: The observation is one nethod of

ensuring the consol e keys are inaccessible to authorized

persons.

DR. HOLAHAN: Unaut hori zed persons.

MR. CAMPER: Unaut horized, right.

MR. AYRES: That's what | said, "unauthorized
persons. "

CHAI RMAN STITT: What's the circunstance where a
patient has got an applicator in place, filns have been done,

the nurse is in the roomwth the patient, the console is
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outside, and then the teamthat's just taken the filnms and
done the planning has gone off to the --

MR. AYRES: Then they had better take the keys
with them

DR. HOLAHAN: They can't.

MR. CAMPER: No, they can't.

CHAI RMAN STI TT: But that would fit this
definition of not --

MR. CAMPER: That's right.

DR. HOLAHAN: Not attended.

MR. CAMPER: So under that circunstance you would
want it to be under observation.

MR. AYRES: Yes.

CHAI RMAN STI TT: Because it woul d be under
observation is a --

MR. AYRES: You're really self-explanatory.
That's one nethod of assuring that the keys are inaccessible
to unaut hori zed persons. One nmethod is that whenever the keys
are in the console, they're under constant observation. The
consol e i s under constant observation. That's a method.

CHAI RVAN STITT: There are a lot of fine points
when it cones down to how you really clinically use these
thi ngs people are either going to achieve or not achieve
dependi ng on how you use this and al so what your intent is.

When | read that, nmy m nd thought "Oh, this is
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when the machine is not being used at all."

MR. AYRES: Well, that's certainly included, yes.

CHAI RVAN STITT: Well, that's easy. That neans
t hey shouldn't be in the --

DR. HOLAHAN: They shoul dn't be.

CHAI RMAN STITT: Like in the copier. The keys to
the copier are always in the door by the copier. But that's a
bl ack and white. And |I think the operating circunstance is
the gray. And that's a lot nore common. Well, it's a problem
area. And you could get partly through that if you used
observati on.

MR. AYRES: Yes. | don't think things like this
shoul d be too specific because there are a |lot of ways --

MR. CAMPER:. Furthernore, the keys should al ways
be inaccessible to unauthorized individuals.

MR. AYRES: Well, of course.

MR. CAMPER: Al ways. Maybe the sentence --

MR. AYRES: Well, this is presuming that they're
I naccessi bl e when you're actually operating the machine
because you're going to fight them

MR. CAMPER: Well, what |'mtrying to say is --

DR. HOLAHAN: Just say "This should include the
met hods for use to ensure that the console keys will be
i naccessi ble to unauthori zed persons.”

MR. CAMPER: That's right.
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MEMBER QUI LLEN: That's your goal, yes.

MR. CAMPER: That's the goal right there.

DR. HOLAHAN: And just take out that --

MR. CAMPER: Yes. | thought about --

DR. HOLAHAN: -- parenthetical phrase.

MR. AYRES: Yes.

MR. CAMPER: Yes, yes. | nean, that's the goal.
You want the keys to make --

DR. HOLAHAN: You don't want sonmebody who
shoul dn't have the keys wandering around the hospital with
t hem

CHAI RVAN STI TT: Ri ght .

MR. CAMPER  Right.

DR. HOLAHAN: Because whether it's in use or
unattended or not, they shouldn't have them

CHAI RMAN STITT: Right. And we're making it

sinpler, instead of nore conplicated. 1|s everybody el se happy

with that?
MR. CAMPER: Yes. | think that wll work.
CHAI RMAN STITT: Okay. We're talking about
"Adequacy of Shielding for HDR and PDR Devices."
MR. AYRES: Yes.
CHAI RMAN STITT: We've been through that.
MR. AYRES: Yes, we've been through that.

CHAlI RMAN STI TT: | knew that | ooked famli ar.
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MEMBER QUI LLEN: One | ast comment on Page 18.

The | ast sentence on Page 18, at |east my Page 18, which ends
in "should be described,” | had to read that sentence three
times to understand it because of where the verb is placed.
DR. HOLAHAN: But saying "Describe restricted
area controls."”
MEMBER QUI LLEN:  Yes.

DR. HOLAHAN: "Describe your restricted area

controls.”

MEMBER QUI LLEN: Ri ght .

DR. HOLAHAN: Make it "active."

CHAI RVAN STITT: You'd nake a good j our nal
referee.

MR. CAMPER. Ms. Earl would be proud of you

CHAI RMAN STITT: Very good.

MEMBER QUI LLEN: You don't want to get the people
frustrated when they read sonething |ike that.

CHAI RMAN STITT: That's true. Absolutely.

MEMBER QUI LLEN: They get frustrated because
"What do these people want me to do? | don't" --

CHAI RMAN STITT: Start with an --

MEMBER QUI LLEN: -- "understand what they want ne
to do."

CHAI RMAN STITT: People are happy. Right.

"Here's what you're supposed to do.” All right. So we like a
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shielding section. That's 10.6. Have we been through all of
10.6 that we need to discuss, including the words on Page 217
Got anything on your page? No?

MEMBER QUILLEN: No. |[I'mready for 11

CHAI RVAN STI TT: COkay. Bob Ayres, are you ready
for 11 or lunch, whichever comes first?

MR. AYRES: Lunch.

CHAI RMAN STITT: Folks to nmy left?

MR. CAMPER: Lunch.

CHAl RMAN STITT: Okay. Good. Can we be back at
1: 007

(Wher eupon, a luncheon recess was taken at 12:19

p. m)
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A-F-T-EFR-N-OON S-E-S-S-1-ON

(1:16 p.m)

MS. MERCHANT: Okay. We're back on the record.

CHAI RPERSON STITT: Al right. Page 21, item 11.
| believe all we have left is item 11, is that correct?

MS. HOLAHAN: Well, there's a small 12.

MR. AYRES: Very small.

MS. HOLAHAN:  Yes.

CHAI RPERSON STI TT: But half of the document is
yet to go. So radiation safety program |eak tests, a |ot of
bl ue Iining over here. Why don't we have you | ead off here?

MEMBER QUI LLEN: Well, the only comment | had was
on the next page there.

CHAI RPERSON STI TT:  Ckay.

MEMBER QUI LLEN: On page 22, that refers to
Appendix L that | didn't have, so | couldn't review that.

MR. AYRES: That refers to Reg. Guide 10.8, which
is a leak test procedure, and I don't know if that's getting
any change or not.

MEMBER QUI LLEN: It says here it's personnel
ext ernal exposure program

MS. HOLAHAN: Oh, you're on personnel nonitoring.

MR. AYRES: Oh, | was reading -- okay. |It's the
sane thing.

MS. HOLAHAN: Currently, there have been no
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changes nmade to those, but | think that's sonething that we
were going to | ook at and see if there were changes that need
to be made.

MR. AYRES: Yeah.

MS. HOLAHAN: But they are the appendices from
the existing Reg. Guide 10.8, as it stands today.

MR. AYRES: This is witten with -- in view of

the fact that this will be one chapter in that Reg. Guide, so

MEMBER QUI LLEN:  Okay. It tal ks about
cal i bration pocket dosineters also, and | have yet to see a
pocket dosinmeter that could be calibrated. | can see where
you can shut the calibration on it, but I can't see how you
coul d cal i brate one.

CHAI RPERSON STI TT: So you're suggesting that
cal i bration ought to cone out of that sentence, procedures?

MEMBER QUILLEN: All I'mdoing is -- frequency
for calibration checking of pocket dosineters.

CHAI RPERSON STI TT: Does anybody have 20.1501(b)?

MS. HOLAHAN:  Yes.

CHAI RPERSON STI TT: Does it tal k about
cal i bration of pocket dosinmeters? | don't --

MS. HOLAHAN: 1501 was it?

MEMBER QUI LLEN:  1501(Db).

MS. HOLAHAN: Ckay. 1501(b) says, "The |licensee
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shall ensure that instrunents and equi pnment used for
quantitative radi ati on neasurenents are cal i brated
periodically for the radiation neasured."”

MR. AYRES: Yeah. What this --

MS. HOLAHAN: And (c) is all personnel
dosi neters.

MR. AYRES: Right. What this sentence, just
covers that eventuality. |[If you use pocket dosinmeters to
noni t or personnel exposure, not that -- that's when you' ve got
to calibrate them And so if you can't calibrate them you
can't use them for that purpose. So this covers that --

CHAI RPERSON STI TT: What comments do you have?

MEMBER QUI LLEN: Well, |'ve never seen a pocket
dosi neter that you could calibrate. You can check the
calibration on it, but you certainly can't calibrate.

MR. AYRES: But then, have you seen these
dosineters used in lieu of film badges, for exanple?

MEMBER QUI LLEN: Well, | haven't been in practice
for along time, but at one tinme, yes.

CHAI RPERSON STI TT:  Yeah, | have, too.

MEMBER QUI LLEN: Many years ago.

(Laughter.)

MR. AYRES:. Yeah, it's a back-handed excl usionary
statement, | guess. It says if you can't calibrate them you

can't use themfor this purpose.
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MEMBER QUI LLEN:  Ckay.

CHAI RPERSON STI TT: Are you going to let it go,

or do you want to -- you want "calibration" taken out of
t here?
MEMBER QUI LLEN: ["d just --
MR. AYRES: | mght -- one suggestion. As the

primary nmeans of nonitoring personnel exposures.

MEMBER QUI LLEN: Where would you put that in?

MR. AYRES: |If you use pocket dosinmeters to
nmoni t or and change to nonitor as the primry nmeans of
noni toring personnel exposures.

MEMBER QUI LLEN: Yes, | can understand that.

That woul d hel p.

CHAI RPERSON STITT: Would it still be okay to say

"frequency for calibration and mai ntenance, as required"?
MR. AYRES: Primary nethod, then.
CHAI RPERSON STI TT: The next sentence.
HOLAHAN: What was your first fix, Bob?
AYRES: \hat ?
HOLAHAN: What was your first fix?

AYRES: Well, that was it. It was --

» 3 b 3 O

HOL AHAN: | mssed it.

3

AYRES: |If you use a pocket dosineter as the
primary met hod of nonitoring personnel exposures.

MS. HOLAHAN: Ckay.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

181
MEMBER QUI LLEN: What are you doi ng about

el ectroni c dosi neters?
MR. AYRES: How about either use pocket or

el ectroni c?

MEMBER QUI LLEN:  Ckay.

MS. HOLAHAN: So do you think that's still a
problem having it in as -- having "calibration” in there?
MEMBER QUI LLEN:  Well, | would take --

M5. HOLAHAN: O are we taking "calibration" out
now?

MEMBER QUILLEN: [|'d take "a pocket" because now
you' ve added el ectronics, so |I'd say "such dosineters," or
what ever .

MR. AYRES: Just if you use electronic
dosi meters?

MEMBER QUI LLEN:  Yes.

MR. AYRES: Okay.

MS. HOLAHAN: Ckay.

MEMBER QUI LLEN: That's --

MS. HOLAHAN: |If you use el ectronic dosineters,
okay.

MR. AYRES: As the primary nethod of --

MS. HOLAHAN: It should provide the useful range
and procedure --

MR. AYRES:. -- nonitoring personnel exposures.
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MS. HOLAHAN: Okay. By the way, just as a

correction, | just as | was looking it up, it's Appendi x D,
not Appendix L that is the personnel nonitoring. That was
just a --

MR. AYRES: Oh. Changed L to D?

MS. HOLAHAN: Change L to D.

MEMBER QUI LLEN: Okay. That's the only comment |
had on that page.

CHAI RPERSON STI TT: Any ot her comments? Bob
Ayres?

MR. AYRES: No.

CHAI RPERSON STI TT: Okay. |Inplant source record
and inventory, 11.14. This | ooks very straightforward.
don't --

MEMBER QUI LLEN: One of the things that | thought
woul d be hel pful in here, and a |lot of ny highlights refers to
records that you're supposed to keep, as if you had sone pl ace
where there was a sunmary of all of the records that you had
to keep.

CHAI RPERSON STI TT: That's a good point, where it
just lists --

MR. AYRES:. Yeah. W actually generated a
docunent, but now the NUREG -- | think it was the NUREG t hat
listed all of the recordkeeper environnents throughout our

regul ations. It was kind of interesting.
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t he ot her

calibration of teletherapy units,

MEMBER QUI LLEN

MR. AYRES:

you have the device.

gl ossary.

this section,
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Because of -- for exanple, this

inventory has to be kept for five years.

records have to be kept for three years.

Most of

That's right. And a few, |like the

CHAlI RPERSON STI TT:

the gl ossary and refer

run up the --

MR. AYRES:

to it

maybe at the end of the section or

, and just

have to be kept as |ong as

Well, at the end, we have a

Why don't we fix up sonmething that would fit into
adj acent to

list what's required.

| would think this would need to be

sonething like this here, |

So the question is,

MS. HOLAHAN:

as a separate, stand-al

requi red for each area?

nodul e,

we shoul d have

are the records, and wh

requi renents.

of people's |lives,

di scussed a little nore wi dely.

I f we do

think it applies to everything.

It would inpact all of the nodul es.

one,

al

do we want to have that sort of up front

of the records that are

O each -- if we have it for

this

it in each of the npdul es as to what

at are the record protection

CHAlI RPERSON STI TT:

not creating anything new.

| ist.

MR. AYRES:

Yeah,

| think it would make

including the NRC s life, easier.

a | ot

And it's

It's abstracting and maeking a

think that's one that

maybe
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MR. AYRES:. It's broader than just this nodul e,

by far.

MS. HOLAHAN: Ri ght .

MEMBER QUI LLEN: But it just inpressed ne all of

the records you were going to have to
section, and that there were sonme snal

| ength of time the records were going

keep based upon this
| differences in the

to be kept. But it

woul d be hel pful for the users to have a list to say, "Gosh, |

know | have to keep all of these records.”

CHAI RPERSON STI TT: So alist for the record and

t he duration?

MEMBER QUI LLEN:  Yes.

CHAlI RPERSON STITT: And we could do it for all of

t he sections.

MS. HOLAHAN: Yes. Bob, let me just -- because |

just have a small question. Wre we going to spell -- 1

notice you've got "referred to the standard |icense

conditions.”™ Were you going to spell out any nore in the body
as to what that included, or did you just --
MR. AYRES: |'m not sure what you're talking

about .

MS. HOLAHAN: For the source inventory. You

don't describe the alternative nethod.

You just say it's
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i ncluded in one of the standard |icense conditions. WelIl, the
standard |icense conditions don't go to a |licensee. Do we
need to spell it out in the Reg. Guide?

MR. AYRES: W do. They're attached here.

M5. HOLAHAN: W Il they be when it goes out to
the |icensees?

MR. AYRES: That's the intent. So it's --

MS. HOLAHAN:. Because we don't -- we're not doing
it wwth any of the other nodules, to put the standard
l'i censing --

MR. AYRES: Well, Janet agreed that it was unique
here because we had to do these "in lieu of's" all over the
pl ace, because 35.400 couldn't apply, or wouldn't apply.
There was no way you could apply it.

MS. HOLAHAN: Ckay.

MR. AYRES: And we had a uni que situation here
and, you know, you -- with renote afterl oaders, no way to neet
the requirenments for manual --

MS. HOLAHAN:  Ckay.

MR. AYRES: -- which is all that 35.400
addr esses.

MEMBER QUI LLEN: Okay. That's one of the
questions | was going to ask |ater on, because | wasn't sure
whet her the standard |icense conditions were going to be

attached to this nodul e.
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MR. AYRES: That at |east was the decision going

in here after discussing it with Janet, and we renpved
attachment fromthem They're just part of --

MS. HOLAHAN: Ckay.

MEMBER QUI LLEN: Well, the thing says "in the
attached sanple license condition,"” which is --

MR. AYRES: Yeah, but it's not an attachment with
an attachnment nunber, and that sort of thing.

MEMBER QUI LLEN: Ckay. So it's not attached
anynore. lt's --

MR. AYRES: Yeah, because -- and these were
really attachnments to Reg. Guide 10.8. So if we made them
attachnents, they're attachnments to attachments, and it got a
little out of hand.

MS. HOLAHAN: Were these only the standard
license conditions that were in the P&GD - -

MR. AYRES: Yeah, that's correct.

M5. HOLAHAN: -- or did you expand themto
i ncl ude the new ones that we're going to need?

MR. AYRES: No, just the ones that were needed to
get around 35.400, primarily.

MS. HOLAHAN: Okay. No, I'mjust thinking that
that -- probably we need to consider either have themall in
or because the thing -- it would be a standard |icense

condition requiring the physical presence of the authorized
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user and nedi cal physicist. And so that's howit --

MR. AYRES: Well, then, | called them sanple
i cense conditions here.

MS. HOLAHAN: Yeah, okay.

MEMBER QUI LLEN: Okay. |If you're going to be
doing that, this is another editorial comment, and that is the
sanple license conditions should have some sort of nunbering
system So if you're going to cross reference the page 22 to
the license conditions, you know exactly which one you're
referring to.

MR. AYRES: Just editorial -- that's a different
way of doing things, but I'"mnot going to say it's precluded.

MEMBER QUILLEN: I'mjust trying to make it
easier for the people to use this, so they don't go through
here and wonder which one you're tal king about.

CHAI RPERSON STITT: |Is that doable? 1t would
certainly make it easier for the folks that are trying to
understand how to use it.

MS. HOLAHAN:  Yes.

CHAI RPERSON STI TT: You had sone of the sane
comrents, then, Dr. Quillen, in your blue marker, al
referring to required forms and durati on.

MEMBER QUI LLEN: Ri ght .

CHAI RPERSON STI TT: You' ve got that throughout

your docunent, right?
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MEMBER QUI LLEN: Ri ght.

CHAI RPERSON STI TT: So we're tal king about
i npl ant source record inventory and area survey, and let's

i ncl ude LDR devi ces.

MEMBER QUI LLEN: One of the questions | had

really goes over to the next page, page 24, item4. It says,
"Record of survey results will be maintained for inspection by
the Comm ssion for the duration of the license.” All of the

ot her records are being kept for three years, five years,

etcetera.

MR. AYRES: That, again, is in 35.

MEMBER QUI LLEN: Yeah. Well, | just wondered,
does that nmean at the end of -- when your license is

term nated, you can throw away all of the survey records, even
if they're not three years old or five years ol d?

MR. AYRES: Not the way | would read it. Once we
rel ease a facility as -- or return to unrestricted public use,
we' re done.

MEMBER QUI LLEN: Well, the reason |'m saying

MS. HOLAHAN: Plus, it would be all part of the
-- | mean, the termnation of the |license, there would be
certain things that would have to be denonstrated --

MR. AYRES: Deconmi ssi oning.

MS. HOLAHAN: -- in ternms of -- yeah,
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deconm ssioning and bringing it down to acceptable levels. So
there are several license conditions that we use beyond what
we use here that are required to be kept for the duration of
the |icense.

MEMBER QUI LLEN: If | were a licensee, there were
sone of these records |I'd like to keep nysel f.

MR. AYRES: Well, there's certainly nothing wong
w th keeping records above and beyond our requirenents for
ot her reasons.

CHAI RPERSON STI TT: Yeah, and I don't think this
i nplies that you have to destroy themat all.

MR. AYRES: Not at all.

MS. HOLAHAN: Yeah, you're not precluded from
keepi ng t hem

CHAI RPERSON STI TT:  No.

MS. HOLAHAN: You're just not being required to
mai ntain them

MR. AYRES: By us. You may be required by
sonebody el se.

MS. HOLAHAN: Yeah.

MR. AYRES: Hospital accreditation organizations,
or professional accreditation organizations, or |IRS, or
what ever .

CHAI RPERSON STI TT: Bob, do you have ot her

conmments on page 23 or page 247
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MEMBER QUI LLEN: That's all | have.

CHAI RPERSON STI TT: Trish? Page 25 is operating
and cal i bration procedures.

MS. HOLAHAN: Before we go back to -- on 27, can
| go back?

CHAI RPERSON STI TT: You can go wherever you want
to go.

MS. HOLAHAN: |'m sorry.

CHAI RPERSON STI TT: Wi ch page? You have to tell
us where you are, though.

MS. HOLAHAN:  Page 24.

CHAI RPERSON STITT: Okay. | was going to say, we
can't go --

MS. HOLAHAN: And it corresponds to the |icense
condition on page 38. |It's regarding the survey for HDR, and

It's just an issue that has been raised in the sense that for
LDR, for the survey required, in terns of 35.404, you only
need to keep the initials of the individual who perfornmed the
survey. We specified the nane of the individual making the
survey for HDR. Can we just have that as initials, too? |
mean, | know the issue has conme up.

MR. AYRES:. Yeah. Well, it's currently a TAR, so
| guess we need to see how that conmes out.

MS. HOLAHAN: COkay. But we accept the -- we do

accept initials as a signature.
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MR. AYRES: Well, what | did -- and I'Il tell you
how I got where | got -- and I'mw lling to go back to the
full thing, it's knowng these -- it's "in lieu of,"” it's the

i nventory thing, or who was authorized to get brachytherapy
sources out of inventory.

MS. HOLAHAN: By the way, for clarification, it's
t he second condition on page 38, the one that starts "in lieu
of the source inventory."

MR. AYRES:. Yeah.

CHAI RPERSON STI TT: Well, 1've got a -- ny 38 is
the glossary. That's part of --

MS. HOLAHAN:. Qops. Then, it's the one that
starts -- is titled "Standard License Conditions."

CHAI RPERSON STI TT:  Ckay.

MS. HOLAHAN:  Sorry.

CHAI RPERSON STI TT: In lieu of?

MS. HOLAHAN: Yeah, the second one.

CHAI RPERSON STITT: I'mwth you now Go ahead,
Bob.

MR. AYRES: What -- okay. Yeah, the second one,
in lieu of 10 CFR 35.406. What 35.406 requires is a listing
of who is authorized to do this, by name, and then when they
do the inventory, they're to initial the inventory as having
been conpl et ed.

VWhat | did was | -- when | did the "in lieu of,"
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35. 406.
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's see,
MS. HOLAHAN: It's the second condition.
MR. AYRES: (c), item(c), nmake a record of the

ing tinme, date, and nane of the individual making

whi ch nmeets the nanme requirenents of the existing
MS. HOLAHAN: So the existing 406 requires the
is doing the survey?

MR. AYRES: That's correct.

MS. HOLAHAN:  Ckay.

MR. AYRES: It requires nanme and initial. It

aut hori zed |i st.

MR. CAMPER: 406, what?

MR. AYRES: 35. 406.

MR. CAMPER: No, no, | know that. 406 --
MS. HOLAHAN. (b), is it?

MR. CAMPER:. (b), (1) -- that's --
MEMBER QUI LLEN: (2) -- (b)(2).

MR. CAMPER: Yes.

MEMBER QUI LLEN: And (b)(3) also.

MR. CAMPER: And the initials --

MS. HOLAHAN: Yeah, but that doesn't require the
MR. AYRES: O it's the initials of the

who renoves the --
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MS. HOLAHAN: Oh, the nanmes of the individuals

permtted to handl e the sources.

MR. AYRES: Ri ght.

MS. HOLAHAN: And | guess the question is, could
we do a simlar thing with HDR, have the nanes of the
i ndi vidual s who are permtted to do the survey, and then they
could just initial it at the time of their survey.

MR. AYRES: Sure.

MS. HOLAHAN: Ckay.

MR. AYRES: O what | did was try to reach a
conpron se, just put down the name and --

MS. HOLAHAN:  Ckay.

MR. AYRES: -- instead of the name and initials.

MS. HOLAHAN: But that doesn't -- actually, that
doesn't include an initial, does it?

MR. AYRES: No.

MS. HOLAHAN: So they're not really signing off
that they've done it, so we may be better off to try and
parallel what's currently required for the inventory, have a
list of the nanes and then have theminitial.

MR. AYRES: Yeah, they could have it preprinted
on the formor sonething, the survey form

M5. HOLAHAN: Or a listing over the AU -- | nean,
if you've got a list of authorized users, or authorized

physi ci sts, or whatever, who would do the surveys, you could
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just maintain a list of that.

MR. CAMPER:. Yeah. It says that they shall nake
a record of brachytherapy source use. Now, | would inmagine
you could go about creating some ongoing record, wherein you
woul d identify individuals for the record. But then you --
and their initials parenthetically, for exanple, | think if
you use their initials.

Now, we had a TAR al so --

MS. HOLAHAN: Yeah, and this is what were just
referring to is there was a TAR in-house that people didn't
want to put down their full name each time they did a survey.
They just wanted to say, "Okay, this is who | am" and just
initial off every time they --

CHAI RPERSON STITT: So to keep the record |ike we
tal ked about before, with -- of the individuals, plus their
initials, and if we parallel the two systens, then we --

MS. HOLAHAN: Ri ght.

CHAI RPERSON STI TT: -- are working in concert of
prior --

MR. AYRES: Yeah. What | did was nmake it a
little bit shorter and not require the nanmes and initial, but
just the nanme -- enter their sign and ended up with both a
name - -

MR. CAMPER: But they're all supposed to be

consi stent, aren't they?
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MS. HOLAHAN: Yes, because, actually, we don't

require an initial or a signature currently. OCkay.

MR. CAMPER: Well, | also got the inpression in
one place we're requiring initials and in one place we're
requiring a nane. |Is that correct?

MR. AYRES: Well, the reason the nane cane in is
this is this -- 406 is rather unique in having a specific
requi rement for the nane to be |isted.

MS. HOLAHAN: And basically, it's because it's a
list of the people authorized to --

MR. AYRES: [It's an authorization.

MS. HOLAHAN: Yeah. COkay.

MR. AYRES: [It's kind of a "no, never m nd"
al nost .

CHAI RPERSON STI TT: So does that address the
poi nt you wanted to bring up, Trisha?

MS. HOLAHAN: Yeah, | think we just needed to

address it and perhaps nake them consi stent between the two,

t hi nk.

MEMBER QUI LLEN:  Well, ny --

MS. HOLAHAN: | nean, if it is sonething that
comes in --

MEMBER QUI LLEN: -- ny intent on this one was to
wait until the TAR gets all signed off and then we'll see

where that one stands.
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MS. HOLAHAN: Yeah. Okay.

MR. AYRES: | knew this one was, in fact, going
t hrough the technical systens request process with all
concurrence. And once that one is reached, | figured to
adjust this --

MS. HOLAHAN: That we can adjust this, yeah.

MR. AYRES: -- appropriately.

MS. HOLAHAN: Yeah, that coul d be done.

CHAI RPERSON STITT: Al right. But let's do it
the same across the board.

Al right. So that's 24, then. Oher issues on
24? We were |ooking at 25. 257 26? W're just listing page
after page of a variety of issues relating to safety, the
safety program

Bob, what do you have there?

MEMBER QUI LLEN: This gets back to -- and | think
we di scussed this earlier on the approved alternate.

MR. AYRES: Yeah, okay.

MEMBER QUI LLEN: On page 27.

CHAI RPERSON STI TT: Okay, right.

MEMBER QUI LLEN: 27, okay. That's not back

CHAI RPERSON STI TT: And so how do you want that?

MEMBER QUI LLEN: | just wondered what you had in
m nd as to who woul d be approvable as an alternate?

MR. AYRES: Well, rather than being restrictive,
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| was hoping to get away with a general comment here. The way
we' ve been dealing with this pretty nmuch is on a case-by-case
basis through a TAR process, or whatever, and | recently put
out sonme, | guess, instructions on the bulletin guidance to
the regions, listing those, at least to date, we had approved.

And | -- I'mnot sure | have -- | renenber that
all-inclusively. But, for exanple, for the authorized user,
it would be a resident properly trained in the use of the
devi ce, working under -- or anybody working under the
supervi sion of the authorized -- other physician working under
t he supervision of the authorized user.

CHAI RPERSON STITT: Wuld that be preferable than
an approved al ternate?

MR. AYRES: Well, then we restrict it to those, |
guess, few cases that --

MS. HOLAHAN: O could we use it as an exanple, |
guess.

MR. AYRES: And a trained dosinetrist we have
permtted in --

CHAI RPERSON STI TT: Maybe we shoul d strike
"approved alternate," because that inplies that there is a
formto fill out and an approval process to go through, and
I'"mnot sure that that's what we're trying to say.

MEMBER QUI LLEN: That's what the -- well, the

first thing as | read it and | thought it's -- who is nmaking
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t he approval here? Because | wasn't sure who was naking the
approval, which is --

CHAI RPERSON STI TT:  Yes.

MEMBER QUI LLEN: The second point is, | read it
to mean that the authorized user had to be there, and then
ei ther the medical physicist or radiation safety officer or an
approved alternate.

MR. AYRES: Yeah. The radiation safety officer
has got to go, too.

MR. CAMPER: That's right. W were just --

MR. AYRES: | fixed it in the one place that it
was nmentioned, and it -- you've got to | ook around through the
docunent .

MEMBER QUI LLEN: So |I didn't read this to nean
that the authorized user would have an alternate --

MR. AYRES: | agree, if everybody el se does.
Just get rid of "approved alternate” and you're back into the
space of exenption requests that we typically are on this kind
of --

MS. HOLAHAN: Well, should we address the fact
that |icensees may cone in to request, and that -- to propose
an alternate, such as a physician under the supervision of, or
a specially trained dosinetrist?

MR. AYRES: M intent here was nore with that

statenment as gui dance to our license reviewers, who have been
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provi ded -- who we -- who are the approved alternates through
out technical assistance request and other correspondence.

But since this goes to perspective |icensees also, that could
be confusing at that point. For the license reviewer, it
makes nore sense, because they know who we've approved.

MEMBER QUILLEN: |'d take out the "approved
al ternate" and do what was suggested, which is say that the
applicant can suggest alternate --

MR. AYRES: The typical situation we run into
where they request sone relief is the facility which is very
common that only has one nedical physicist, and they don't
want to suspend treatnment when this individual is on vacation.

MR. CAMPER:. Well, the approved alternate
statement --

MR. AYRES:. Yeah.

MR. CAMPER:. -- is consistent, though, isn't it,
wth the earlier point, which | do believe is made in the
docunent, that under -- well, that was under PDR, though, we
woul d consider an alternative. W have never, until this
point, indicated that we woul d accept an alternative to --

MR. AYRES: Right.

CAMPER: -- the AU or the --

AYRES: Except in other docunents.

> 3 B

CAMPER: Right. | nmean, I'mtalking in this

docunent .
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MR. AYRES: In this docunent, that's correct.

MR. CAMPER: Well, | guess the -- and | guess
that's the next cooment. | nmean, should we? And then, the
ot her coment is it seens to ne that it's worthy of a couple
of words being inserted that a physician working under the
supervi sion of an authorized user, e.g. a resident, is
accept abl e.

MR. AYRES: Well, in all of our other docunents,
we al so say "with the specified device training."

MS. HOLAHAN: But that goes without -- because
that's up front, that anybody who is involved with it must
have - -

MR. AYRES: But it says "the authorized user."
It doesn't say "approved alternate"” in that section, or
anything like that.

MR. CAMPER: Well, we've got to be careful about
this, because clearly residents, | nean, can do this and
shoul d be able to do this.

MS. HOLAHAN: Wt hout having to cone in here.

MR. CAMPER: | mean, you don't see a problemwth
that, do you?

CHAI RPERSON STI TT: No. No.

MR. CAMPER: So --

MS. HOLAHAN: And we can maybe just expand --

MR. CAMPER. We may need to do it in both places.
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MS. HOLAHAN: Ri ght.

MR. CAMPER: To nmake it clear, | nean,
specifically that residents who are operating under the
supervi sion of an authorized user can do this, provided that
t hey have obtained the device-specific training. That's
really the issue, right?

MS. HOLAHAN:  Yes.

MR. AYRES: Well, then, you give the one specific
approved alternate. That's for an authorized user, you know.

MR. CAMPER: Well, the nedical physicist is a
probl em

MR. AYRES: What we have approved is a

dosinetri st.

MR. CAMPER:. Well, let me ask you this, then.
What woul d you do -- would you -- that raises an interesting
question. If one |ooks at the requirenments in 961 about the

experience that's required to becone a tel etherapy physici st
or a brachytherapy physicist, if you will, could a physicist
in training during that one year -- could that physicist in
training for that year function in the role of the medical
physicist in this instance? O could it be only an identified
and approved physicist on the |icense?

MS. HOLAHAN: Similar to the way a resident --

MR. CAMPER: Simlar to the way a resident --

MS. HOLAHAN: -- fill in as an authorized user.
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MR. CAMPER: Yeah, right. What about that? Any

t hought s?

CHAI RPERSON STITT: It seenms like it woul d work.
| mean, is that -- the way things are witten --

MR. CAMPER: It's certainly treating -- it's
treating a physicist in training in a parallel fashion to a
physi cian in training.

MS. HOLAHAN: That would still, though, probably
woul dn't it have to cone in on a case-by-case basis, though,
still for an exenption, because whereas we have defined
trai ning and experience for authorized users and residents in
training --

MR. CAMPER: Do you nmean defined it in the
regul ati ons?

MS. HOLAHAN: We don't have defined regulation

yet for a nedical physicist, except for tel etherapy physici st

AYRES: Except our linkage to tel etherapy --

HOLAHAN: That's right.

> 5 D

AYRES: -- equivalent.

MS. HOLAHAN: So it's not quite as clean-cut as
with the resident physician.

MR. CAMPER: Well, that's certainly true. In
pure regul atory-ese, you're right. But certainly, we are

I nposing a regul atory requirenent --
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MS. HOLAHAN: Yes.

MR. CAMPER: -- via the current mechani smt hat
we' re using, because we're asking for specific things in
gui dance space, and then we're using --

MS. HOLAHAN: That's true.

MR. CAMPER: -- conditions. | nean, the net
I mpact is a regulatory requirenent.

MR. AYRES: Yeah. And OGC is kind of dragging
their heels on this one. [|I'mnot sure how it --

MR. CAMPER: You know what |'d like to do? 1'd
really like to explore that particular question with the
ACMUI . Maybe we can add that as a squeeze-in agenda item
We'd have to notice it, though, wouldn't we, Torre? If we
were to explore this one specific question, the concept of a
physicist in training, while obtaining their experience as
delineated in Part 35, to beconme a brachytherapy physicist --

MS. TAYLOR: We can add -- we'll have to anend

the Federal Register. So | just need to know --

MR. CAMPER: Do we still have tinme to do that?

MS. TAYLOR: We're past the 15 days. But with
good reason, we can always do another one, and we'll need to
put in a reason.

MR. CAMPER: If we could do it, it would be nice
to take advantage of the fact that the commttee is going to

be neeting very quickly, and I think we can address the issue
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in probably 20 mnutes to half an hour.

MS. HOLAHAN: Trish, | wasn't listening, if you
would write the question out and get with me |ater.

MS. TAYLOR: Ckay.

MR. CAMPER:. That's a good way to nake sure we
explore it thoroughly.

CHAI RPERSON STI TT: Except there won't be any
physi ci sts at that neeting.

MS. HOLAHAN: Yeah, that's -- the only question
is we don't have a physicist at the next ACMJI neeting. Do we
want to --

MR. CAMPER:. Well, we would have Dr. Wagner, but
you're right. He's not the right type of physicist, yeah.

Now, we're in an effort to reinstate the second
physi ci st position, which may or nmay not be in place by the

meeting next spring. Yeah, that's a good point. W probably

-- well, we could certainly get a sense fromthe commttee in
terms of -- but it wouldn't be the sane as having a physici st
t here.

Wel |, for purposes now, |let's ponder whether that

makes sense or not.

MS. HOLAHAN: Should we put in a statenent at
this point in time saying that |icensees can propose
alternatives on a case-by-case basis until we --

MR. CAMPER: | think what | would do is, yeah,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

205

try to capture a sentence in there that points out to them
t hat physicians operating under the supervision of -- provided
t hey have obtained the instrunment-specific training, and so
forth, and then see if you can't come up with a sentence that
says, "Licensees may propose alternatives which will be

eval uated on a case-by-case basis."” That |eaves the door open
i f sonmeone wants to call us up and say, "Let nme talk to you
about this possible scenario.”

But that concept of a physicist in training, in
parall el fashion to a physician in training, is sonething we
ought to explore at some point with the commttee.

MS. HOLAHAN: | just wanted to make sure that, in
my mnd, that everybody here is confortable with taking out
the "or radiation safety officer.”

CHAI RPERSON STITT: | am

MS. HOLAHAN: COkay. Then, let me go back up to
nunber 8. Should "radiation safety officer” then conme out of
that |ast sentence in item8? |If it's going to be the
requirement --

MR. AYRES: No, this one is nore -- this one is

intended to be nore a review of the procedures, and | think

the RSO is playing an appropriate role there. It's a
commtment, a |license conmtnment, that when -- says, "shal
not conmt any treatment with which a decoupling -- not

removed -- decoupl ed or jammed source cannot be renoved
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expeditiously in the patient, as determ ned by the authorized
user with consultation.”

And the RSO has a responsibility in this area.
This is |ike a preparation of the application.

MS. HOLAHAN:. Could I, then, propose that we say
t he RSO and medi cal physicist?

MR. AYRES: 1'd say "and/or."

MR. CAMPER: Well, a question, Bob. 1In the case
at hand, in item 8, when the source becones decoupl ed or
j ammed, cannot be renoved expeditiously fromthe patient.
That's a nedical issue. That's a pure nmedical problem |
mean, what is an RSO really going to do at that point?

MS. HOLAHAN: They may have the physicist in
there trying to --

MR. AYRES: And placed in a shielded container.

MS. HOLAHAN: | wasn't saying --

MR. CAMPER: Yeah, but |I'm focusing on what --
It's inside the patient.

MEMBER QUI LLEN: You've got a good point.

MR. AYRES: Well, | guess | was | ooking ahead
that often the authorized user is not the author of the
|icense application. As a matter of fact, | think nore often
t he case than not he is not involved in preparing the |icense

application.
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MR. CAMPER: You know, you realize that this gets

us back to that central question that we were exploring early
in the game today under enmergency procedure.

CHAI RPERSON STITT: Ri ght.

MR. CAMPER: | nean, for exanple, if you were to
-- if you took the statenent and truncated it at the point --
for the period after container, or for that matter after
patient, | nean, that's -- that's really the question that we
were dealing with this norning. Do you state it that
explicitly? And we somewhat shied away fromthat explicit
statenent, as | recall, didn't we?

MR. AYRES: Well, this is pretty explicit, but
it's --

MR. CAMPER: Well, that's nmy point.

MR. AYRES: |It's a judgnent or a -- we're asking
for a coomitnent fromthe |icensee they won't do this, and
that's -- that commtnment is predicated on the judgnent of the
i ndi vi dual s invol ved.

M5. HOLAHAN: In a way, this is al nost saying
that you nmust commt that if you re doing sonmething that is
going to require surgical intervention and you can't do it,
then you're going to tell us that you won't do it.

MR. CAMPER: Well, let nme spend ny --

MR. AYRES: |'m saying, what the normal response

is is they're saying it's going to be contained; and,
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MR. CAMPER: Let nme spin nmy point differently,

then. In the case at hand in item8, we are soliciting a

commitnent fromthe |licensee t

hat it shall not conduct any

treatment procedure for which a decoupled or jamed source

cannot be renoved expeditiously fromthe patient and placed in

a shielded container. Now, then you can go on and on with

whom this consultation is being derived.

But is that statenent to that

w th what we were sayi ng under
11. 217

CHAlI RPERSON STI TT:

poi nt consi st ent

emer gency procedures in item

| thought it was.

It's a

different way of saying what we tal ked about earlier this

norning. It really doesn't matter who you confer wth.

statement stands as it is. Put a period after

MR. CAMPER: Wl |,

MS. HOLAHAN: Oh,

of the sentence?
MR. CAMPER: \Wel |,

that -- the emergency procedur

what |'m getting

The

"cont ai ner."

at is we are

don't even have the | ast

part

what |'msaying is if you read

e, where it says,

"I f

appropriate, supplies necessary to surgically renove

applicator or sources fromthe patient,

capabl e cutters.” Does that coincide with or

fact that you have previously,

on page 27 under

wor k for

item 8,

i ncl udi ng sci ssors,

t he
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solicited a commtnent fromthe |icensee that they will not do
it?

M5. HOLAHAN: No, because --
MR. AYRES: No. It says they won't do it if they

can't --

3

HOLAHAN:  Ri ght .

MR. AYRES: ~-- if they can't expeditiously renove

MS. HOLAHAN: So if they can expeditiously renove
it surgically --

MR. CAMPER: So now they've commtted that they
wi || expeditiously renove it.

MR. AYRES: And then, this is going on on
t echni que.

MR. CAMPER: Ckay. No, no, | understand. So

stay with me. So they commit that they can expeditiously

remove it.

MR. AYRES:. Yeabh.

MR. CAMPER: All right. Then, you go over there
to your energency procedures and you say, "If appropriate,
supplies necessary to surgically renove."” You've already

commtted to doing it.
MS. HOLAHAN: No. They may --
MR. AYRES: No. You nmy have committed to not

doing the procedures which -- well, restricting yourself,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

whi ch sone have,

210

to only doing those procedures which would

not require surgical renoval

commi t nent ,

MR.

CAMPER: | know. But let's say they nake the

under item number 8, that they will not do it

unl ess they can renove expeditiously fromthe patient and

place it in a shielded container. Mke a conmtnent to do
t hat .

MR. AYRES: Right. Which may or nmay not involve
surgi cal procedures. If it's a --

MR. CAMPER:. Okay.

or a tandem

t hey comm t

procedures.

procedures,

revi ewers?

VR.

2 ®» % 3 8§ 3 O

3

3

AYRES: -- Fletcher suit, it's not going to,

CAMPER: Well, let's say, for exanple, that

doing it, and they commt to doing bronchi al

HOLAHAN: Then, they would have to --
CAMPER: Then, under item F, on energency
woul d expect to see, wouldn't we?

AYRES: Yeah, exactly.

HOLAHAN: Then, it is appropriate.

AYRES: Then, it is appropriate.

CAMPER: Well, is that clear to our
AYRES: Well, | would certainly think so.

CAMPER: Is it clear?
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HOL AHAN: | think it is.

CAMPER: Ckay.

HOL AHAN: I mean --

> % 3 B

AYRES: Yeah, | --

MS. HOLAHAN:. Because | think if appropriate says
if you're going to be doing things that you m ght need them
then, yes, you've got to have those. But if you' re not going
to, then you don't have to have those. |If you're --

MR. AYRES: Yeah. Soneone --

MS. HOLAHAN: -- you're not going to do those,
then you don't have to have them

MR. AYRES: Sone |icensees have stated on their
application that they were only going to do OB/ GYN-type
procedures or a select list that didn't involve anything that
woul d require surgical, and then they didn't address these
| ssues.

MS. HOLAHAN: Tenpl ates are sutured in, aren't
t hey?

CHAI RPERSON STI TT: Say that again?

MS. HOLAHAN: Tenplates. You know, they would be
sutured in, wouldn't they? So that would --

MR. AYRES: Well, | don't know whether you define
cutting a suture a surgical procedure or not, pulling a
tenplate out. | --

CHAI RPERSON STITT: It's possible that a needle
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coul d get stuck inside the patient or -- so you'd have to go
after it surgically.

MR. AYRES: Yeah. W had the case in, what,

Keesl er, where the needl e got bent and --

CHAI RPERSON STITT: | don't see the sane problem
I am havi ng somol ence from | unch, and you guys are on a high
fromit. But, to nme, we're saying the sanme thing.

My only problemw th nunber 8 is that | don't
know what the consultation with any of these people has to do
wth the fact you either commt to do the procedure or you
commt not to do it. | don't -- | think that the consultation
aspect of it is sort of fabrication.

MS. HOLAHAN: So you woul d propose to end it
after "container"?

MEMBER QUI LLEN: That's what | would --

CHAI RPERSON STITT: Yeah. | nean, | don't see
how consul tation either before or after the license is
written, or during a procedure, changes whether or not you've
made this comm tnent that you can or cannot do X, Y, or Z
procedures.

MR. AYRES: Yeah, right.

CHAI RPERSON STITT: So I'm sort of |looking at it
differently than --

MR. AYRES: Ckay.

CHAI RPERSON STI TT: But the three of you go
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ahead, and we'll just take a nap and |l et us know when we're
supposed to get --

MR. AYRES: You didn't have the chili.

(Laughter.)

CHAI RPERSON STI TT: That's right. The rest of
you di d.

(Laughter.)

Are you happy yet? Okay. Eight?

MR. AYRES: Yeah, okay.

CHAI RPERSON STI TT: Took care of 9. Trisha, you
were kind of going backwards. What el se do we need to review
t hat you caught that we need to snooth over?

MS. HOLAHAN: | think you've addressed it by
taking out those last two -- that |ast sentence, so it's gone,
so --

CHAI RPERSON STITT: Al right. So points nunber
4, 5, 6, 7, 8, 9, are there any nore issues, just on the two

pages we have in front of us? How about for you, Trish?

MS. HOLAHAN: |'mjust going to raise a question
t hat was di scussed yesterday in item nunber 3. And, I'm
sorry, | did tell you I wasn't going backwards.

CHAI RPERSON STI TT: \Where?

MS. HOLAHAN: Item nunber 3.
CHAI RPERSON STITT: ©Oh, |I'm sorry, you can't

because | only said 4, 5, 6 --
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(Laughter.)

All right.

MS. HOLAHAN:. Yesterday di scussing, again, the
radi oactive nodul e, and when we were discussing instructions
for nursing personnel, the issue cane up as to what
i nstructions of the authorized user should we as a main --
should we require nursing personnel to follow the authorized
users instructions regarding care to be provided, nedical
care. O is that another -- | nmean, regarding care with
respect to radiation safety aspects.

MR. AYRES: Oh, you went way back. ©Oh, okay.

MS. HOLAHAN: Yeah, |'m sorry.

CHAI RPERSON STI TT: Just say it again. Let ne
listen to it another tine.

MEMBER QUI LLEN: You're qualifying care, in other
words. You're trying to qualify it?

MS. HOLAHAN: |'m asking, should we?

MEMBER QUI LLEN: Medical care, which is radiation

MS. HOLAHAN: O is it sufficient the way it is
witten?

CHAI RPERSON STI TT: \What would be the alternative
to the way it's witten?

MS. HOLAHAN: The question that had cone up

yest erday was, should NRC be putting in their guidance that
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t he nursing personnel are required to follow the authorized
users instructions, which would include nedical care.

CHAI RPERSON STITT: | don't think the NRC can
requi re nmedi cal care.

MS. HOLAHAN: No. But the way it is witten,
does this read as though it is only the care in terns of the
radi ati on safety aspects?

CHAI RPERSON STI TT:  Oh.

MEMBER QUI LLEN: That's the way | read it.

CHAI RPERSON STI TT: That's the way | read it,
too. But then, it was kind of set up, because it's got RSO
and because it's an NRC docunent.

MEMBER QUILLEN: | didn't read it that you were
requiring --

MS. HOLAHAN:  Well, I'mnot, and | just wanted to
make sure that that was clear

MR. AYRES: One of the things | had in mnd here,
of course, is the typical thing I would expect is where it
says pul sed dose rate is care -- normal care should be
restricted between the 30 mnutes to the hour, if we -- which
the authorized user woul d i ssue because that's when the
sources would not be out. That sort of thing.

CHAI RPERSON STI TT: Did yesterday's isotope group
want to see a change of any sort, or was it just an area they

wer e di scussi ng?
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MS. HOLAHAN: They just -- it was just an area

that they were discussing, in ternms of the instructions when
you' re tal king about following the instructions of the
authorized user. We were clarifying it specific to the
radi ati on safety aspects.

CHAI RPERSON STITT: That's how | read it.

MS. HOLAHAN: Ckay.

CHAI RPERSON STI TT: Because they are al so

expected to follow nedical orders that are witten regarding

MS. HOLAHAN: Ri ght.

CHAI RPERSON STI TT: | guess |I'd focus that it was

MS. HOLAHAN:  Ckay.

CHAI RPERSON STITT: -- really relating to
radi ati on safety issues.

MR. AYRES: | guess | took it that everybody --
nost of us are taking that as inplied.

MS. HOLAHAN:  Ckay.

MR. CAMPER: Can | raise sonething again? Can
take you back to page 27, item 8, again, for a nonent?

CHAI RPERSON STI TT: That's forward.

MR. CAMPER: Oh, I'"msorry.

MS. HOLAHAN: Yeah, we junped forward now.

CHAI RPERSON STI TT: Better ask Trisha if she has
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anything on 2 that she wants to --

MR. CAMPER:. We go forward from our |ast backward
spin.

CHAI RPERSON STI TT: Ri ght.

MR. AYRES: You are now on page 25, right?

CHAI RPERSON STITT: Well, but now --

MS. HOLAHAN: Now we're back up to 27.

MR. AYRES: Now, we're back to 27? Ckay.

MR. CAMPER: For item nunber 8, I'mstill a

little troubled by item nunber 8, and let me try to articulate

it alittle bit differently this time. 1In item nunber 8, |

woul d prefer if there was sonme way to put a positive spin on

it. As | read it now, you're asking a licensee to commt that

they won't do certain procedures. Could you change it and

15

16

17

18

19

20

21

22

23

24

25

say, "A commitnent fromthe |licensee that

it shall

only

perform procedures” --
MS. HOLAHAN:

MR. CAMPER:

Yes.

-- "treat nent

decoupl ed or jammed source" --

MS. HOLAHAN:

MR. CAMPER:

CHAI RPERSON
| ot nore understandabl e
do.

MR. CAMPER:

Can be --
-- "can be renmoved."
STITT:

And | think

as to what it was |

And the second part of that

procedures for which a

we'd make it a

was commtting to

woul d
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t hen suggest, if you go over to page 34, itemF, where it
says, in the energency procedures, "if appropriate.”™ | would
put a parenthetical "refer to" --

MS. HOLAHAN: Ri ght.

MR. CAMPER: -- "commitnment" in item 8 under
what ever part this is.

MS. HOLAHAN: Ri ght.

MR. CAMPER: Then, | think it's very clear to the
i censee that, guess what? You nmade a comm tnment back earlier
t hat you were only going to do procedures if, and this is
where "if" conmes to bear

MR. AYRES: \here are you at?

MR. CAMPER: |'m saying on page 27, item--

MR. AYRES: No, | got that.

MR. CAMPER: COkay. Go over to the energency
procedures, itemF, on page 34. Okay? ItemF, page 34, Bob.

MR. AYRES: Okay.

MR. CAMPER: And the sentence in there where it
says, "And, if appropriate,” and | would parenthetically
insert "refer to conmtnment of item 8" --

MS. HOLAHAN: 11.201(b)(8).

MR. CAMPER  Right.

MR. AYRES: |[|'mglad you --

MR. CAMPER:. Very good.

CHAI RPERSON STI TT: That's a special test they
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at that point, could put
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o, and it's
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And then, | think that the |icensee,
a positive spin on what they're

clear to themthat, yeah, you'd better

go back and | ook at what you said, because this is where

surgi cal procedures come to bear. And | think it puts us in a

pretty good confort zone at that point.

themdo it,

catch that,

MEMBER QUI LL
CHAI RPERSON
MR. CAMPER:
ri ght?

CHAI RPERSON

because you'

or not a granmar but an

I ndi vi dual

what it was.

MR. AYRES:
MEMBER QUI LL

CHAlI RPERSON

MR. CAMPER:

EN: Yeah.

STITT: | do, too.

W t hout causing -- w thout making
STITT: |I'msurprised you didn't

re the -- this is actually a grammar,

editorial construction sort of thing.
Li nkage.
EN:. | get tired of being --

STITT: The only responsible

He didn't have the chili. That's

CHAI RPERSON STITT: All right. | like that. |

think it makes -- and it

I mportant, t

backwar ds or

hat all of t
Well, Trish,

f or war ds.

relates those two, which is also very
his material relates to one anot her.

you have the option of going
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MS. HOLAHAN: This is just a sinplification, |I'm
hopi ng.

CHAI RPERSON STI TT:  Ckay.

MS. HOLAHAN: Okay? Because of the item
11.201(b)(8) --

MR. AYRES: \\hatever --

MS. HOLAHAN: -- just a question, Bob. Under
that 11.20, can we not take out those initial nunbers and just
have that as a --

MR. AYRES: Where is 11.20 at?

MS. HOLAHAN:  Page 24.

MR. AYRES: Onh, that's back.

MS. HOLAHAN: | was afraid to say that, because |
knew t hat was backwar ds.

MR. AYRES: Yes, it is.

CHAI RPERSON STITT: | haven't done ny job very
wel | .

MR. AYRES: What about 11.20 now?

MS. HOLAHAN: Ckay. Taking out those initial
numbers, because that could be a new paragraph just to say the
i censee shoul d provide a copy of operating procedures, again,
| was trying to sinplify the nunber of nunmbers that we have in
her e.

MR. AYRES: Oh, okay. Fine.

M5. HOLAHAN: And then, (a) and (b) could be --
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stay as (a) and (b) and then --

MR. AYRES: Well, they could be (1) and (2),
t hen.

MS. HOLAHAN: Yeah, and the sanme thing for -- on
page 28.

MEMBER QUILLEN: Why is it that in this you go
11. 20, and then (1), but in your regulations you go 35. 404,
and (a)?

MS. HOLAHAN: But we're taking out the (1).

MR. CAMPER: Well, | think the answer is it's
gui de format, right?

MS. HOLAHAN:  Well, | think partly as sonme of
this came fromthe P&GD, putting it into that format, whereas
we have sonme of these 1's and 2's. But you're right, it is
gui de format that we have nunbers. | don't know why.

CHAI RPERSON STI TT: Because. Because it's made
t hat way.

MS. HOLAHAN: That's right.

MEMBER QUI LLEN: | was wondering why it's
i nconsistent. That's all.

MR. AYRES: Even nore, it doesn't follow standard
outlining format, which would be Roman nunerals foll owed by
capital letters, followed by --

CHAI RPERSON STITT: | inmagine there's a whole

agency that knows about those things, though.
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backwards now. |'mup to 27 agai n.

CHAI RPERSON STITT: Are you sure? You lied
bef ore.

MR. AYRES: You could petition for rul emaking on
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changi ng the gui de format.

(Laughter.)

CHAI RPERSON STITT: So let's just flip through
from page 23, or wherever we -- we're probably up to 28,
aren't we?

MR. AYRES: We're somewhere around 28 or 29.

CHAI RPERSON STI TT: We think that 23 to 28, 29 is
| ooki ng okay.

MEMBER QUI LLEN: 11 is the one | discussed

bef ore.

MR. CAMPER: Right.

MEMBER QUI LLEN: | hope you've got the comrents
had about --

MR. CAMPER: Your operator device nonitor.

MEMBER QUI LLEN: Certified --

MR. CAMPER:. Right.

CHAI RPERSON STITT: Certified device nonitor,
whi ch | thought was a gizno, but I'"'mtold was a person.
we're going to -- how did we resolve that?

MS. HOLAHAN: We're going to --

So
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MR. CAMPER: We're supposed to make it consi stent

t hroughout, aren't we?

MR. AYRES: Well, yeah. It ran two things --
you're actually putting a certified with the wwong thing in a
sense. We're required -- it goes back to the training for
t hese, and under training it said that they should be both
trained and certified -- in other words, tested. But it's
probably confusing on this, where it's used here. That's how
cone it got in there.

MS. HOLAHAN: Because actually, the reference to
9.1.1.3 refers them back to the training and certification.

MR. AYRES: Training and certification, yeah.
But it may be a little confusing --

MR. CAMPER: Coul d you i mgi ne sonmeone readi ng
this transcript? Soneone reading this transcript, can you
I magi ne?

(Laughter.)

| don't know if | could follow that 11.2.3(b).
It does get cunbersone, doesn't it?

CHAI RPERSON STITT: Is point 11 satisfactory with
what ever changes, and what are the changes?

MR. AYRES: Yeah, | will readdress it.

CHAI RPERSON STITT: You'll fix that for us?

MR. AYRES: The intent was clear. The way it

cane out isn't so clear.
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CHAI RPERSON STITT: All right. So you're going

to fix that one up. All right.

MS. HOLAHAN:  And with that one --

MR. AYRES: [|'IIl probably just get rid of the
"trained and certified."

MS. HOLAHAN: -- for the PDR, and that item 11,

as we say "the nedical physicist or radiation safety officer,"

is that what we're | ooking at?

MR. AYRES: Okay.

M5. HOLAHAN: O is that going to --

MR. AYRES: | got this decision right at the end,
and | nmade the one change in the license conditions. And,
yeah, radiation safety officer is history.

MS. HOLAHAN: Okay. But for LDR, the radiation
safety officer is acceptable, item 10.

MR. AYRES: Item 10 doesn't deal with LDR

MS. HOLAHAN: Yes, it does.

MR. AYRES: Oh, wait a mnute. I'mreading item
11. \Where is item-- oh, yeah.

CHAI RPERSON STI TT: The one before.

MR. AYRES: Yeah, yeah, right. Item 10, it's
appropri ate.

MS. HOLAHAN: Ckay.

CHAI RPERSON STI TT: So we are allow ng RSOs for

LDR but not for PDR



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

225
MS. HOLAHAN: O HDR

CHAI RPERSON STITT: O HDR, right. And all of
the fol ks that use those devices know that and have been
t hrough this discussion and practice.

MR. AYRES: Yeah. Often, a radiation safety
of ficer sets -- establishes the procedures sonetinmes in an
LDR.

MS. HOLAHAN: Right. But is that the case as
much for HDR and PDR? It would be primarily the physicist,
woul dn't it?

CHAI RPERSON STI TT: No. They don't have any --
t hey basically have nothing to do with HDR and PDR

MS. HOLAHAN: Ckay.

CHAI RPERSON STITT: Al right. So we're
consi stent. Thank you for catching those, though.

Al right. | think we're at the bottom of 28,
and we're | ooking at 29.

MR. AYRES: Yeah. It starts with the daily
checks.

CHAI RPERSON STI TT: And we are discussing al
remote afterl oading.

MEMBER QUI LLEN: A coupl e of questions on 2,

whi ch starts on the bottom of page 28 and goes over to the top
of page 30. It wasn't clear to me -- this is editorial again

-- why you had a colon at the end of the paragraph on page 28.
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MR. AYRES: Yeah, that's inconsistent. | shoul d
have sem -col ons after all of the 1, 2, 3's, then, if | did
that. | can get rid of the colon and make it a peri od.

MEMBER QUI LLEN: Ckay. On --

MR. AYRES: It's a case of nmoving this. Sonme of
this was witten from scratch, and others was inported from
the policy and guidance directive, which left dangling
artifacts.

MEMBER QUILLEN: On the list of things you're
supposed to be doing, as far as daily checks, at the end of

number 5 it says you're supposed to keep a result of this

test, with the initials. And then, in 7, it says again you're

supposed to be keeping a record of these tests, with the

initials. Either that's redundant or whether -- |I'mnot sure
whet her 7 applies to all of the above six or only -- which
one.

MR. CAMPER: Ckay. Well, 7 -- right, 7 should be
the catch-all for all of the above.

MEMBER QUI LLEN:  Yeah, that's what | thought it
was, but then --

MR. CAMPER:. Right.

MEMBER QUI LLEN: -- because you had --

MR. CAMPER: It is redundant. You're right.

MR. AYRES: Yeah, 1'Ill take care of that.

MR. CAMPER: So we should just strike it from
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MR. CAMPER: -- 5, right.
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MR. AYRES: And as nornally nentioned, normally

7 will becone not 7, but

a recordkeepi ng requi renent as opposed to a test.

MR. CAMPER: right.

Ri ght .

so | like these nunbers so nuch

MEMBER QUI LLEN
coment .
CHAI RPERSON STI TT:  Ckay.
MR. AYRES: | got
| just kept going.
(Laughter.)
CHAI RPERSON STI TT:
next ?

MEMBER QUI LLEN

sentence says, "Prior to use,

performed in accordance with the manufacturer's instructions

within the preceding 30 days."

guess,

prior

Next is item 3.

That was ny next

Bob Quill en,

what

The first

the follow ng checks will be

MR. AYRES:. Again, we'll

and go to a period there.

MEMBER QUI LLEN

to initial use, or prior to every use,

CHAlI RPERSON STI TT:

MEMBER QUI LLEN

Now - -

get rid of the colon,

Well, it wasn't clear to ne,

O what

is it?

or

s this acceptance testing?

wasn't cl ear

beconme a paragraph because it's

do you have
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as to what use we were tal king about here.
MR. AYRES: That prior use, yeah, makes it
awkward. This is a 30-day -- the nonthly checks, and --

MEMBER QUI LLEN: So are you tal king about nonthly

checks?

MR. AYRES: Yes.

MEMBER QUI LLEN: Okay. Then, why don't you say
sonet hing --

CHAI RPERSON STI TT: Monthly checks wi Il include,
or will --

MR. AYRES: Well, | was trying to do a little
sonething different here, but it didn't work out well. What |

was trying to say was that you need to do these checks every
30 days, if you're using a machine.

CHAI RPERSON STI TT: \Why don't you say that?

MR. CAMPER: Yeah, really.

CHAI RPERSON STI TT: Seriously, it's very
straightforward, and then it's got sonme records that have to
be kept and sonme | engths of tinme which end up in the other
docunent that we're tal king about.

MR. CAMPER: And also, if you want it done every
30 days, Bob, just say at intervals not to exceed 30 days. |If
the device is used, at intervals not to exceed 30 days --

MR. AYRES: That needs a little work.

MR. CAMPER: -- then you shall do certain things.
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MEMBER QUI LLEN: And you need to separate (e) out

i ke you have --

MR. AYRES: Yeah. That's a standard correction.
Yeah, the intent was there is -- storage closet, no --

CHAI RPERSON STI TT: So 3 has to do with nonthly
checks. Nunber 4 is?

MR. AYRES: Calibration.

CHAI RPERSON STITT: Calibration. Bob Quillen,
what do you have to say about calibration?

MR. AYRES: | have sone comments on that.

M5. HOLAHAN: Would it be clearer to have
subheadi ngs under there?

CHAI RPERSON STI TT: Under the calibration
section?

MS. HOLAHAN: Well, yeah, to have a subheadi ng on
nont hly checks, a subheading on calibration.

CHAI RPERSON STITT: It would make it easier --

MS. HOLAHAN: Yeah.

CHAI RPERSON STITT: -- for the users to use.

You' ve got comments about the calibration from
the field?

MR. AYRES: Yeah, sonething, you know, | ooking --
| can't renmenber who made it.

CHAI RPERSON STI TT: Do you have anyt hi ng,

Dr. Qillen?
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MEMBER QUILLEN: | was trying to remenber what

the --

MR. AYRES: Oh, from Region 1, we should clarify
who is authorized to performcalibrations. W asked for
physicists to performthe calibration but inply that someone
besi des the physicist can calibrate the unit. That conmes out
of the teletherapy where the -- sonebody else can performthe
calibration, but the physicist has to review it.

CHAI RPERSON STITT: So that's 4(a)?

MR. AYRES: Yeah, 4(a). We should clearly
specify if sonmeone under the supervision of the physicist can
calibrate the unit to be consistent with the requirenents of
tel etherapy. We should require that the calibrations are
perfornmed by a medi cal physicist authorized on the |icense.

One of the comments -- and | think nmaybe | m ssed
-- I'"ve got to go back. | don't think I mssed it; | think
the commenter did. But | think it's pretty clear here that a
medi cal physicist has to be a named individual on the license.
If it isn't, it should be. Yeah, but that conmes under the
fact that it's listed under authorized users, authorized RAL
physi ci sts.

MS. HOLAHAN: Shoul d be naned on the license.

MR. AYRES: For programs using HDR, PDR, RAL
t herapy and medi cal physicist experience, should be naned on

license. So it's there. They mssed it in -- when they got
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over here in the calibration and said, "Well, gee, how about
nam ng the physicist."

MS. HOLAHAN: They are naned.

MR. AYRES: And they are naned. | thought it
was.

MR. CAMPER: Ckay. It's naned on the |icense,
right?

MS. HOLAHAN:  Yes.

MEMBER QUI LLEN: I know what it was.
Par agraph (c) doesn't have a verb in the first sentence.

MR. AYRES: Oh, yeah.

M5. HOLAHAN:  Shoul d be mai nt ai ned.

MR. AYRES: Shall be nmintained, yeah.

CHAI RPERSON STI TT: Shall include or will --

MR. AYRES: Should. Yeah, you can't put "shall"
i n here.

CHAI RPERSON STI TT: -- to mmintain, okay. That
cones -- that goes under your |ist of required recordkeepi ng?

MR. AYRES: If we do it, yeah.

CHAI RPERSON STITT: If we do it.

(Laughter.)

MS. HOLAHAN: Well, actually, should that be
records of mai ntenance?

MR. AYRES: Yeah.

CHAI RPERSON STI TT: Records of nmi ntenance
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requi rements.

MS. HOLAHAN: Ckay.

CHAI RPERSON STITT: On 4(a), do we want to --
sentence 1 plus sentence 2? O who can calibrate -- pronote
af terl oadi ng device sources?

MR. AYRES: That was the issue that was brought
up. What we do under teletherapy, we allow an individual
under the supervision of the authorized physicist to perform
the cal culations. He is supervised by an authorized
physicist. Should we or shouldn't we, | guess is the
questi on.

CHAI RPERSON STITT: Who is that likely to be?

MR. AYRES: It could be anybody. The authorized
physi ci st devel ops a calibration procedure and reviews the --

MR. CAMPER: Well, you get back to this physicist
in training, for exanple.

MR. AYRES: O a dosinetrist or a technol ogi st.

MR. CAMPER: Right, or a technol ogist, or the
physi ci st hinsel f, of course.

MR. AYRES: Yeah. O the physicist hinself, yes.

MR. CAMPER:. Right.

CHAI RPERSON STI TT: But one of the problens with
brachyt herapy versus teletherapy is teletherapy is very stable
as a rule. 1t should be.

MR. CAMPER  Ri ght.
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CHAI RPERSON STI TT: And we're tal king about

sources that are com ng and goi ng here, potentially. | mean,
this is a high dose rate iridium |I'mjust alittle -- |I'm
nore reluctant to allow sone of this to be done --

MR. AYRES: Well, we've now got two situations.

MR. CAMPER: So you're saying the second sentence
shoul d be explicit that only the physicist can do the --

CHAI RPERSON STI TT: That's a question that |
have.

MR. AYRES: Well, we also have two situations
now. We have the Farnmer chanber type calibrations, which
require nore precision and care, and, of course, source to
det ector di stances are very critical because of the | ower
strength of the source and the non-uniformfield that you have
with regard to tel etherapy.

On the other hand, a |lot of facilities are going
over to the small well ion chanber, which calibration al nost
beconmes trivial except checking the math for the --

CHAI RPERSON STITT: That's true.

MR. AYRES: -- for those that are non-pressurized
air chanbers for the appropriate corrections for air density
and tenperature, etcetera. So you have one that's a real easy
cal i bration procedure, technically, or at least in formyou
run the -- if you' ve got a proper jig, you programthe source

to go out to the mddle of the chanmber and take a readi ng, and
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that's it. The other one is -- requires nore care.

CHAI RPERSON STITT: So, | nean, in that sense, it
reads perfectly well and is practiced that way.

MR. AYRES: Yeah, by many -- nore and nore are
going to the well chanber for these devices.

CHAI RPERSON STITT: Well, and, of course, the
I ssue is whether or not the authorized physicist checks their
own work or sonmebody that they're supervising. |f they don't
check it, you're going to have a m stake |like you --

MR. AYRES: Well, they are required to --

CHAI RPERSON STI TT: -- the high dose rate
prostate inplant. | mean, that didn't get checked. And a
regul ati on change woul dn't have nmade that any different. It

was a practice --

MR. AYRES: Let ne clarify here a little bit and
make sure it actually --

CHAI RPERSON STITT: So | think I'msatisfied with
it, unless you fol ks feel strongly.

Ot her issues under Section 4 about calibration?
Bob Quillen, did you have other things on that section? O

ot her comments fromthe --

MEMBER QUI LLEN: | have to | ook at 30.59.
CHAI RPERSON STITT: -- outlying areas?
MR. AYRES: | recently on this dosinmetry system

and the AAPM certified | ab calibration got a question, and ny
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response was on that -- that they -- one manufacturer makes
t hese well chanbers as an integral unit. Electronics chanber
and everything, it's all one -- like a dose calibrator. It's

a bl ack box.

And they pointed out that this was extrenely
difficult and expensive to ship, and so on and so forth,
because it was a whol e package, and wanted exenption fromthe
calibration every two years. But they had commtted already
to calibrating their Farmer chanmber, which they use for this
and ot her things, every two years. So | said, "No problem
You calibrate your Farmer chanber every two years, and you
transfer the calibration to your well chanber.™

I n other words, as soon as you get your
cal i brated Farner chanber back, you calibrate your fresh HDR
source, and then transfer that calibration to the ion chanber,

and you' ve acconplished the same thing w thout sending the ion

chamber. It's a transfer calibration to the AA -- ADCL is
what they're called -- |aboratory.

MEMBER QUI LLEN: | didn't have any nore coments
on this.

CHAI RPERSON STITT: On that section, for
calibration? Does that bring us to 5, then, nethods used for
-- obtain conpliance with --

MR. AYRES: The requirenment in --

CHAI RPERSON STITT: All right.
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MR. AYRES: -- 10 CFR 59.

CHAI RPERSON STI TT: Trish, anything you have from
here backwar ds?

MS. HOLAHAN: Wow, |I'mgetting a reputation here.

CHAI RPERSON STI TT: No, you're not. That's why
we wor k together on this.

(Laughter.)

MR. AYRES: Brake or reverse shift |ever.

(Laughter.)

CHAI RPERSON STI TT: That way we know we have
truly reviewed. Everybody happy with it at this point, or are
we willing to keep nmoving forward? Because if there are sone
ot her things that you are kind of sitting there dwelling on,
we ought to review them Larry?

MR. CAMPER: No, | think I'm okay.

CHAI RPERSON STI TT: Bob Quillen?

MEMBER QUI LLEN: |' m okay.

CHAI RPERSON STITT: All right. That brings us to
emer gency procedures, which | think I've heard about before.

MR. CAMPER: Yes, | think we have.

CHAI RPERSON STI TT: Do you think we've had enough
emer gency procedures?

MR. CAMPER: | think so.

CHAI RPERSON STI TT: Ckay. Mai ntenance.

Mai nt enance of renote afterl oading.
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MEMBER QUI LLEN: | have a question on

mai nt enance.

CHAI RPERSON STI TT: Yes, sir.

MEMBER QUI LLEN: It's nore how t he NRC does

things, which is do you require or expect that a person

perform ng mai ntenance on these devices do a reciprocity

request when they go into another jurisdiction?

MR. AYRES:

MR. CAMPER:

Definitely.

Sur e.

MEMBER QUI LLEN: We had to tell Nucletron that

they had to do that, because they weren't doing it.

MR. AYRES: They got a civil penalty for not
doing it in our -- they are now |licensed.
MR. CAMPER: Be careful to the degree to which we

di scuss nanes.

MR. AYRES:

MR. CAMPER:
ongoi ng acti on.

MR. AYRES:
ol d.

MR. CAMPER:

Oh, okay.

Particularly if there is sone

This is not. This is several years

But even there, | think |I would make

t hat point w thout referencing any --

MR. AYRES:

Since it was public docunent | -- but

yeah, they now handle --

|icensed in the state,

or

one way of handling it is to becone

the other way is to do reciprocity.
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And if a conpany does a lot of repair work, it's probably to
their advantage to get licensed in the |ocation where they do
the repair work rather than --

MR. CAMPER: But this point, though, that | think
that Bob is getting at is the point that | raised yesterday
when we were tal king about nobile nucl ear nedicine, and that
Is yesterday | wanted to have some words put in that rem nded
peopl e in doing nobile nuclear nedicine, if you're crossing
out of NRC jurisdiction, going into an agreenent state, then
there is the question of reciprocity, and do we need to
contact the agreenent state, because the reciprocity
requirenments vary fromstate to state.

And i magi ne a scenari o where you have an NRC
i cense, and you're operating from southern Virginia, and you
want to go across the border into North Carolina. You can't
just do that.

well, simlarly, it mght be worthy if we could
find some words to put in here to point out that reciprocity
may be a consi deration when using conpani es for purposes of
calibration, and that there is a need to ensure that
reciprocity requirenents, as they relate specifically to the
states involved, are net.

MS. HOLAHAN: But is that incunbent on the
| i censee or the manufacturer?

MR. CAMPER: Well, it's incunbent upon the
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servicer, the conpany.

MR. AYRES: Actually, there is three scenarios --
agreenent state, one agreenent state into another, from an NRC
state into agreenent state, and from an agreenent state into
an NRC state. There is all --

MR. CAMPER: Well, | -- but, you know, it does --
certainly, the responsibility for the reciprocity is with the
service organi zation. | guess the question is, should --

MR. AYRES: Should the |icensee check --

MR. CAMPER: Well, or should the |icensee at
| east be aware --

CHAI RPERSON STI TT:  Shoul d be aware, right.

MR. CAMPER: ~-- that reciprocity, when you're
dealing with conpanies that are calibrating or, excuse ne,
doi ng nmai ntenance on your renote afterloading device, you

know, you probably would be wanting one that has gone through

MEMBER QUI LLEN: Ri ght.

MR. CAMPER: -- whatever appropriate reciprocity

MR. AYRES: Well, | guess the only problemthere
there isn't an incentive or disincentive, and there is no
penalty accrued to the licensee if repair is being done by a
mai nt enance or vendor organization that doesn't have

reciprocity. The --
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MR. CAMPER: Well, no, but wait a second.

Actually, no. The licensee shall confirmthat only personnel
who are licensed by the Conmm ssion or an agreenent state to
perform such services will perform mai ntenance. You --

MR. AYRES: But that doesn't have anything to do
with reciprocity.

MR. CAMPER: Well, certainly, it does. No,
absolutely, it does. | would submt to you that if you're an
NRC |icensee in an NRC state, and you're using a conmpany
that's licensed by an agreenent state, and reciprocity has not
occurred as required under 150.20, that conpany is not
i censed by the Conmmission in that case to do it.

MR. AYRES: Yeah. You're getting to a point that

MR. CAMPER:. O an agreenment state, and then the
process involves reciprocity.

MR. AYRES: The way the situation is now you go
read any vendor or service organization |icense, and you'l
see that they are licensed to service machine X, Y, A B, C
or what have you, which as | read this would satisfy that
requirement. Now, | admt that the conpany hasn't satisfied
their own requirenment if they don't apply for reciprocity.

Ri ght now, in any case |I'maware of, the fault is

attributed to the service organi zation, never to the |licensee.
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MR. CAMPER: Well, there is no question about
t hat .
MR. AYRES: ~-- require reciprocity.
MR. CAMPER: And then, this is --
MR. AYRES: |'mjust saying --
MR. CAMPER: It's an informational point.
MR. AYRES:. Yeah.
MR. CAMPER: The |icensee should -- is there any

value, or is it appropriate for |licensees to be aware that
when dealing with organizations that are licensed by the
Comm ssi on agreenent state, and are crossing state |ines, that
there is a reciprocity process involved? | nean, is there any
value in them knowi ng that?

MEMBER QUI LLEN: See, here's the problem we face
in an agreenent state. | have -- conpany A cones in from
anot her agreenment state, or fromthe NRC, for that matter, and
does mai ntenance. They have not filed a reciprocity with ne.
They | eave. The only person | have jurisdiction over is the
| i censee.

| don't have jurisdiction over that conpany that
came in under reciprocity once they're gone, because | have no
jurisdiction outside nmy state --

MR. AYRES: | guess that's where we differ --

MEMBER QUI LLEN:  Yeah.

MR. AYRES: -- with you
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MEMBER QUI LLEN: And | can't do anything about

it. The only thing | can do is go hassle ny |icensee at the
-- you used a conpany that was --

MR. AYRES: This sounds |ike a nmuch broader
Issue. It sounds like it deals nmore |ike a problemw th 150
part than it does here. What we're trying to do is -- it
sounds to ne --

MR. CAMPER: Well, as you know -- you are
correct. | agree. W have a nemo with research to do a
revision to 150.

MR. AYRES: But it -- rem nding |icensee that
their service organization should do sonething, which if they
don't bother to check, isn't going to cost them anything
anyway. |t probably would not be too --

MEMBER QUI LLEN: Well, it is going to cost them
because it's going to --

MR. AYRES: Okay. | guess in our states, it
woul dn' t .

MEMBER QUI LLEN: | nean, it's going to cost them
that we're going to hassle them

MR. AYRES: Well, they're the only people we can
hassl e.

MEMBER QUI LLEN: Onh, well, we would hassle the
vendor or the service organization.

MR. AYRES: Well, yes, but the vendor was in an
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agreenent state. How are you going to hassle themthen?

MEMBER QUI LLEN: We have that provision in our --
i n 150.

MS. HOLAHAN: So do we want to put a statement in
here just saying that --

MR. AYRES: | guess you al ways do have sone
authority. You can always bar the vendor from-- an
i ndi vi dual agreenent state could take sone sort of regul atory
action to bar the vendor fromworking in the state, or assess
a civil penalty that they can't work in the state again until
they pay. | would think you would have sone sort of
authority.

CHAI RPERSON STITT: Is it appropriate to put a
hel pful tip in this section of an NRC docunment on a --

MS. HOLAHAN: \Where we remi nd the |icensee that
it's the vendor's responsibility, but the vendor would --

MR. CAMPER: Well, if we were going to do
sonet hing about it, in terms of information, it would be
sonmething along the lines of a sentence that said, in essence,
the following. |If we have a sentence that says, "The |icensee
shoul d confirmthat only persons who are |icensed by the
Comm ssi on or agreenent state to perform such services," blah,
bl ah, bl ah.

Pl ease note that a service conpany |icensed by --

remenber now, we're talking NRC |icensees -- licensed by an



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

244

agreenent state will be required to file for reciprocity
within -- by -- with the NRC in order to performthis service.

CHAI RPERSON STI TT: Bob Quillen, is that hel pful?

MEMBER QUI LLEN:  Yes.

CHAI RPERSON STI TT: Let's put that in. [It's easy
toread, it's a helpful hint, and there is no paper that has
to be kept for three years.

MEMBER QUI LLEN: Ri ght.

CHAI RPERSON STI TT: We've done them a favor.

Ckay. Let's keep going with maintenance. Bob, what el se do
you have?

MEMBER QUI LLEN: That's all | have.

CHAlI RPERSON STI TT: Are you sure?

MEMBER QUI LLEN: That was ny last item

CHAI RPERSON STI TT: Okay. Trisha?

MEMBER QUI LLEN: | had one grammatical thing.

CHAI RPERSON STI TT: One grammatical thing. One
editorial coment? All right.

MEMBER QUI LLEN: Under waste managenent, which is
t he next page. Go up to 12 -- let nme --

CHAI RPERSON STITT: No, |'mnot going to |let you
go on to 12, not yet. Save it.

Any ot her issues on mai ntenance, Section 117
Trisha?

MS. HOLAHAN:  No.
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MR. AYRES: Yeah. One of the itens is buried in

here. I'll just nention it. It also arose out of the nobile
unit is -- is the source replacenent issue, and in here is a
requi renent that they -- it either be done by the vendor or

sonmebody certified -- trained and certified by the vendor to

do those source exchanges.

CHAlI RPERSON STITT: Wlich section is that, or

whi ch --

MR. AYRES: This is the one we did, 11.22.1.

CHAI RPERSON STI TT: 1, okay, all right. Anything
el se?

MR. CAMPER: Not hi ng here.

CHAI RPERSON STI TT: Ckay. 12, radioactive waste
managenent .

MEMBER QUI LLEN: Okay. M comrent on radi oactive
wast e managenent is that what you're referring to here is not
-- it's unclear because you' ve got two situations. You've got
a situation you're tal king about where you're returning
material to the vendor, which | think is the typical
si tuati on.

MR. AYRES:. The nornmal, yeah.

MEMBER QUI LLEN: Okay? Which is not radioactive
wast e managenent. The second situation is where the |icensee
actually does dispose of the sources. So you're mXxing two

di fferent situations here.
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Now, in the first situation where you're
returning the material to the vendor, it has been ny
experi ence the vendor cones in, packages the material in their
shi ppi ng contai ner, and then does the paperwork while the
i censee sort of stands by the sidelines and watches.

MR. AYRES: Sonme do and sone provide the
container with instructions.

MEMBER QUI LLEN:  Yeah. Well --

MR. CAMPER: |s anybody getting rid of the
sources, other than that way? And, if so, why would they?

CHAI RPERSON STI TT: Ot her than what?

MR. CAMPER: Returning it to the vendor.

CHAI RPERSON STI TT: Iridium 192 we returned, not
t he high dose rate sources, but LDR sources we returned. How
did this --

MR. CAMPER: You return themto the vendor
right.

CHAI RPERSON STI TT: How did this come up in
regard to yesterday's discussion? Do they return sources, or
do they use themup and just --

MR. CAMPER: Yesterday was radi opharnmaceutica
t her apy.

MS. HOLAHAN: So we'll be discussing it tonorrow.

CHAI RPERSON STI TT: Radi oactive waste managenent,

t hen?
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MR. CAMPER: We'll discuss it tonorrow. But it's

all 1iquid.

MR. AYRES: And you can see this is 12.3. 12.1
and 2, obviously, deal with the other nore nornmal disposal
met hod.

MS. HOLAHAN: In the Reg. Guide -- you see, the
itemis listed the way the license application is |isted.
Item 12 is considered waste managenent, which is, you know --

CHAI RPERSON STI TT: So do you --

MS. HOLAHAN: -- disposal of sources would be
nore - -

CHAI RPERSON STITT: Bob Quillen's point about is
wast e managenment returning sources to vendors, or is that --

MR. AYRES: That's one form of --

CHAI RPERSON STITT: Is it?

MR. AYRES: -- mmnaging the waste di sposal.

MEMBER QUI LLEN: The transfer is not a waste
di sposal, because if you do ship it as waste, it becones
waste. But if you ship it back to the manufacturer, it is
still material. 1t's a very crucial point in waste nanagenent
that --

MR. CAMPER: Yeah. And ny point was that I would
be surprised if anybody is doing anything but that.

MR. AYRES: For these type of sources, yeah.

MR. CAMPER: \What ?
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MR. AYRES: For these type of sources.

MR. CAMPER:. Exactly.

MS. HOLAHAN: Because even the cesium sources
found there are returned.

CHAI RPERSON STITT: So do we just -- is our
probl em here the label isn't quite right? Radioactive waste
managenment is not the |abel we want? Item 12 is returning
sour ces.

MR. AYRES: Well, | think this is a broader
gquestion for 10.8, because | think that's the nunber for 10 --

MS. HOLAHAN: You see, it's -- the title relates
to the Form 313 on your license application. Now, the
question is, where else would you address it if it was not
wast e managenent, because it is returning sources? And that's
why we created a separate category. As Bob nentioned, 12.1 is
wast e di sposal. Yeah, 12.2 is other waste disposal. And
then, 12.3 is returning sources.

CHAI RPERSON STI TT: Ckay. So it's just under the

Section 12.
MR. CAMPER: Well, where are the words for that?
MS. HOLAHAN: For what?
MR. CAMPER: This is in --
MS. HOLAHAN: This is in the body of Reg. Guide
10. 8.
MR. CAMPER: Yeah, 10.8. Okay.
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MS. HOLAHAN: And that's why -- and then, if you

| ook at the actual Form 313, which you submt with your
license, this itemis classified as waste nmanagenent.

MR. AYRES: Yeah, it isn't exactly a perfect fit,
but it's making --

MR. CAMPER  Right.

MR. AYRES: ~-- putting a slightly round peg in a
squar e hol e.

MS. HOLAHAN: Ri ght.

MR. CAMPER: Well, another question on that, what
do you nean by the first sentence? "Mst RAL brachyt herapy
sources are reused for therapy," what does that nean?

MR. AYRES: Well, there are some that aren't.

MR. CAMPER:. Well, what do you nean, they are
reused for therapy?

MR. AYRES: Well, nobile treatnments or before the
sources --

M5. HOLAHAN: More than one --

MR. CAMPER: Oh, no, | understand that. But what
does that have to do with the returning sources?

MR. AYRES: It just says that they aren't --
wel |, okay. It says unlike other -- an exanple where it isn't
woul d be the Nucletron | ow dose unit, where they custom cut
iridiumribbons and |oad theminto a safe for renote

af t er| oadi ng.
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MR. CAMPER.  Right.

MR. AYRES: That's a one-shot deal and then the
sources are replaced. They're custom assenbled for --

MR. CAMPER: No, | understand.

MR. AYRES: They're iridium seeds.

MR. CAMPER: No, no, | understand that. But the
category is returning sources.

CHAI RPERSON STI TT: Well, you could just say when
sources --

MR. CAMPER: When the useful source --

MR. AYRES: You could delete that sentence. It
woul dn' t hurt anyt hi ng.

MR. CAMPER: -- is reached, or when the usefu
life of the source is reached, it will be necessary to replace
it, and they should be returned to the vendor or other
aut hori zed reci pient.

MR. AYRES: | guess a source expires for three
reasons. It's permanently inplanted, which is obvious. It is
custom zed, such as an iridiumribbon that is ordered and cut
to length for a particular one-tinme treatnent.

MR. CAMPER:. Right.

MR. AYRES: And/or its half-life.

MR. CAMPER: Right.

MR. AYRES: | nean, there is three reasons for

repl aci ng a brachyt herapy source.
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MR. CAMPER: The third is just -- it has gone

t hrough its decay cycle.

MR. AYRES: Yeah. That's one of the -- | nmean,
the first sentence doesn't really add anyt hi ng.

MR. CAMPER: | don't think it does either.
mean, | think it --

MR. AYRES:. Yeah.

MR. CAMPER:. ~-- it isn't wong, but it isn't --

CHAI RPERSON STI TT: You could say when renote
afterl oadi ng brachyt herapy sources are repl aced, they should
be returned to the vendor or other authorized recipient.

M5. HOLAHAN: | think, too, is this was -- again,
we were trying to keep nodul es consi stent, and the manual
brachyt herapy may need to be changed when we discuss it
t onorr ow.

AYRES: Yeah.
HOLAHAN: It starts off saying --

AYRES: About the sane thing.

» 3 » 3

HOLAHAN: -- many brachyt herapy sources nmay
be reused for therapy. Whenever possible, used sources that
wi |l not be reused should be returned to the vendor for
di sposal. As opposed to indefinite storage at |icensee's
facility. So that's, you know --

MR. AYRES: That's a little bit of trying to keep

things in simlar --
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MS. HOLAHAN: Yeah. So -- and, again, why is it

in that one?

CHAI RPERSON STITT: Items 1, 2, 3, 4, and 5, are
those lining up? 1|s everybody happy with those? Packaging,
surveys, | abeling, etcetera. Bob Qillen?

MEMBER QUILLEN: |'d have to go back to the
| i censi ng guide. But, obviously, all of these things that
refer back to 49 CFR --

MR. AYRES: Yes.

MEMBER QUI LLEN: -- and so what you're doing is
saying, in accordance with 49 CFR, you want to assure that you
do these --

MR. AYRES: And/or 10 CFR 171 or --

MR. CAMPER: No. Isn't it CFR 170? Isn't it?

MR. AYRES: Yeah, 170. | should refer to --

CHAI RPERSON STI TT: Are there any nore issues on
that section? Item 12? Are you ready to go to the gl ossary,
fol ks?

MR. CAMPER: Yeah, that's all | have.

CHAI RPERSON STI TT: | | ooked at the gl ossary.

VWho wants to conpl ain about the glossary?

(Laughter.)

MR. CAMPER: Who wants to conpl ai n?

CHAI RPERSON STITT: | nean, |'ve been through it.

I think it's helpful. It's fine. It's brief. It's to the
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poi nt .

MR. CAMPER: There's a couple of ternms that we've
di scussed today that should be added, aren't there?

CHAI RPERSON STI TT: Yes, that's right.

MEMBER QUI LLEN: Yeah, that's right. That's ny
only conment.

CHAI RPERSON STI TT: And what are those ternms?

MR. AYRES: | had one comrent here that -- on
interlumnal -- maybe suggest an additional definition as with
the inner space of a tubular organ. But in lunmen, it -- lunen
of a tube is sort of a gratuitous definition, | guess.

M5. HOLAHAN: | think it came out of Steadman's.

MR. CAMPER: Well, were you going to put in

medi cal physicist?

3

AYRES: Yeah, that --
CAMPER: Were you going to put in operator?
AYRES: Certified or --

HOL AHAN: Do we want to have certified --

> 5 3 3

CAMPER: What does "certified" nmean?
Certified by whonf

MR. AYRES: By the definition in this docunent.

CHAI RPERSON STITT: But if we can define it in
t hat docunent.

MS. HOLAHAN: But do we need to put that --

MR. AYRES: | look at that issue and --
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MS. HOLAHAN: Yeah.

MR. CAMPER: \What does one need to do to becone
certified? Denonstrate conpetence, and certification is
tested --

MR. AYRES: A written and practical test
denonstrating conpetence in the --

CHAI RPERSON STI TT: Does it say that?

MR. AYRES: Yes, it does.

MR. CAMPER: \Where do you get all of that? \Where
does it say that?

MR. AYRES: |It's in the training.

MS. HOLAHAN:. Bob, for the purposes of --

MR. CAMPER: |s that a matter of record, though,

MR. AYRES:. Yeah, they've got to keep records of
t hat .

MS. HOLAHAN: For the purpose of the gl ossary,
t hough, could we define device nonitor and device operator?
And then, in the training we would say that they would need to
be trained and certified, rather than calling thema certified
devi ce nonitor.

MR. AYRES: Yeah. | think the certified may go
away, yeah.

CHAI RPERSON STITT: It's a catch-phrase that

brings up a lot of bells that we'd have to support, and we
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can't. And | think it would just be easiest to |leave it.

MS. HOLAHAN: The only term | think m ght be
difficult to define here is nmedical physicist, because we're
going to define medical physicist as it applies to this
nmodul e.

MR. CAMPER: Well, the definitions are always --
the definitions here would be germane to this nodul e.

MS. HOLAHAN: Right. But then the question is --
because the comment is also being raised, do we define a
nmedi cal physicist when we use the termin --

MR. AYRES: Yeah. | don't really use "certified"
in the training. | say, "Upon conpletion of this training,
conpet ence shoul d be denponstrated by both practical and
witten exam nations."

CHAI RPERSON STI TT: But there was a phrase in
there that -- at one point, that Quillen found that said
certified device operator

MR. AYRES: Well, yeah, | read that.

CHAI RPERSON STITT: We need to strike the
"certified" in that.

MR. AYRES: Yeah. Got to get rid of that. It
relates back to this, and | just called it certified
conpetence denmonstration. Wong way to go. Ckay.

MS. HOLAHAN: Are there any other terns that you

t hi nk should be included?
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MEMBER QUI LLEN: None that | have.

CHAI RPERSON STITT: | don't renmenber reading
t hrough anything that was out of --

MR. CAMPER: No. | think those are the ones that
we've stirred up al ong the way.

MEMBER QUI LLEN: Yeah, | think we should have W
| -R-E, O R underlined, hyphen E-D

CHAI RPERSON STI TT: \Where are you, Dr. Quillen?

MR. AYRES: Oh, I'mgoing to readjust that. | --
that wired or/wired and.

MEMBER QUI LLEN: For us non-electrical engineers.

MR. AYRES: | will rephrase that, those two.
"1l just say logical or/logical and.

CHAI RPERSON STI TT: Ckay. Other comments on the

brachyt herapy gl ossary? Yes? No? Everybody happy with that?

Okay.

Now, the standard license conditions. |Is this
new? Yeah, | guess it is, isn't it? W put things together
-- pul sed, nmedium high dose rate -- so we need to review

t hese pages like the others or --

M5. HOLAHAN: These were what --

MR. AYRES: We bounced into and out of them as we
went through the docunment already.

MS. HOLAHAN: Ri ght.

MR. AYRES: We certainly discussed this source
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inventory one, | think, quite a bit.

CHAI RPERSON STI TT: How about the first sentence?
Is this -- can we use the term"always"? Is that all right in
this case? W can use that ternf

MS. HOLAHAN: They don't apply to anything ot her
than renote afterl oadi ng devices.

MR. AYRES: Ri ght.

CHAI RPERSON STITT: Only apply to the use of --
are we going to get grief over always, shall, shoul d?

M5. HOLAHAN: Yeah, because sone of them don't
apply to all. Is that --

MR. AYRES: Right. | have them generally apply
to all, pulsed, and nedium and high.

MR. CAMPER: Yeah, he has segregated them by --

MS. HOLAHAN: Do we need the word "al ways"? Can
we just say, "The following |icense conditions apply to use"?

MR. AYRES: |It's probably a little over it. |
wonder if --

MR. CAMPER: |'d strike "al ways."

MR. AYRES:. Should | get rid of "standard"? |
refer to themin the text as sanple.

MS. HOLAHAN: You' ve got them both ways in the
text.

MR. AYRES: Yeah, | --

MS. HOLAHAN: St andard and sanpl e.
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MR. AYRES: Yeah. Need to be consi stent. I

don't know which way to --

MR. CAMPER: Well, standard is our --

MR. AYRES: Ckay.

MR. CAMPER: -- nonencl ature.

MR. AYRES: That's what | --

CHAI RPERSON STI TT:  Ckay.

MEMBER QUI LLEN: | have a comment on (b) at the
bottom of page 39.

CHAI RPERSON STI TT:  Ckay.

MEMBER QUI LLEN: You refer to item9 sub-itens.

CHAI RPERSON STI TT:  You're wondering where that
is, huh?

MEMBER QUI LLEN: Let's see, this says, "The
following shall"™ -- | would opt for putting themin, all of
them so that they can --

MS. HOLAHAN: And then we do -- we would be --

MR. AYRES: Okay. |If that's the case, I'IIl take

care of that. That will come out of -- that one | m ssed that

came out of the old policy and gui dance directives. That's
Item 9.

MS. HOLAHAN: \Which one was that?

CHAI RPERSON STI TT:  Paragraph (b), page 39,
listed in item9.

MR. CAMPER: Let ne ask the group a question.
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Trish and | were having a sideline discussion here. You're
saying in this case now, on page 39 and 40, you're saying
standard |icense conditions that are being used for RAL, for
brachyt herapy, okay?

Now, the other npdalities, the other issues for
whi ch we al so devel oped nodul es also carry with themcertain
standard conditions. Those other nodul es, unlike this one, do
not have in them at the end, those standard conditions. They
are in this particular one because, again, this is part of
this fallout that | alluded to earlier today, in that we had
been doing a lot of the current level of regulation of HDRs
t hrough license conditions, just as tinme as we nodernized the
regulations, if you will.

Now, the question really is, a) what is your
i npressi on of having the standard |icense conditions included
in the guidance docunment? Do you think that is of utility to
the licensee, to the applicant? O could it be jettisoned?
O -- and secondly, if we do keep it in this one, if we think
it has value, should we be putting standard |icense conditions
that apply to the other nodalities in those gui dance docunents
as well? Do you have any inpressions about that?

MR. AYRES: One thing |I nentioned that -- that
part of the reason, too, is we needed a |ot of these "in lieu
of 's" --

MR. CAMPER  Ri ght.
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MR. AYRES: -- type of standard |icense

condi tions.

CHAI RPERSON STITT: Say that again. Wat are you
referring to?

MR. AYRES:. Because we had to provide an
alternative to the current regulations that didn't -- for
manual brachytherapy for -- that just can't be applied to a
renote afterloadi ng devi ce.

MEMBER QUI LLEN: Well, | liked having themin
here. The only thing that -- | was confused for a while, and
it just dawned on nme why | was confused, and that was that
page 39 and 41 are in different print than pages 40 and 42.

(Laughter.)

And part of -- and when you printed it, part of
it got carried over to one page, SO --

CHAI RPERSON STI TT:  Sonebody summari ze for nme
what this is, because all of the points here are in the | arger
docunent. So it's a distillation of the essence that the --

MS. HOLAHAN: No, these are actually what get put
on the license. When you cone in and you get an approved
li cense, then attached to your license are all of these
conditions that you have commtted to. It says, "This is what
you're going to do."

CHAI RPERSON STI TT: And then, the body that we

just went through is a discussion in nore detail of some of
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the conditions --

MS5. HOLAHAN: That's correct.

CHAI RPERSON STI TT: -- or how you reach --

MR. AYRES: Yeah. In the body, sonetines | just
referred to these standard |icenses.

CHAI RPERSON STITT: So in that sense, | think it
woul d be very hel pful, because it's a place where you start,
and then, like Trisha, work backwards.

(Laughter.)

MS. HOLAHAN: And | guess, then, the question is,
woul d that then be hel pful? Should -- this goes back to your
consi stency question of nodules. If we're going to include it
in one, should we include themin --

CHAI RPERSON STITT:  Well, 1 think so.

MS. HOLAHAN: -- all of then? Now, this |ist
woul d be expanded, because there would be nore conditions that
we don't have in here yet.

MR. AYRES: It may. Yeah, | think so.

MS. HOLAHAN:. Again, as | nentioned, the one that
cones to mnd is the physical presence of the physician and
the authorized user. That woul d becone a |icense condition.

MR. CAMPER: The thing |I'm struck by when | think
about it is if I kind of |ook at this across the board,
woul d think that there is value in an applicant seeing in

front of themthe kinds of conditions that will ultimately be



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

262

i nposed upon themin their license as a result of their
application and the commtnents they are making, whether it's
for, in this case, RALs, for that nedical use at large in the
nmedi cal licensing guide. 1Is there sonme value in, again,
seeing the conditions that will ultimtely be inposed upon
your |icense?

MEMBER QUI LLEN: I think it woul d.

MR. CAMPER: Would that help you better
under st and what the licensing process is all about?

CHAI RPERSON STITT: Exactly. And how to go
t hrough that process.

MR. CAMPER: Because, you know, there are those
who say the licensees don't do a terrible good job of reading
their licenses once they get them But they, in theory, you
woul d think, would be |ooking to a guidance docunent as
they're applying to get it and trying to submt the right
ki nds of things.

MS. HOLAHAN: That's one thing that | wanted to
add, too, is in developing these nodul es, previously what had
happened is the Reg. Guides that went out to |icensees
contained certain information. Then, we had what was called a
standard review plan for |icense reviewers that would often
I ncl ude reviewers' notes.

Well, as part of this overall nodule effort, it

cane to our attention that often those reviewers' notes were
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al so hel pful to licensees, and so what we have done now is
this would be the docunment that would be used by both the
| i censees and the |icensing reviewer.

So we have included anything that previously
m ght have been considered a reviewer note into the body of
the nodule. And then, the only thing that the reviewers woul d
have additional would be a checklist as they would go down
| ooking at a license application.

MR. AYRES: And perhaps related technical
assi stance requests, the sort of thing that cone after the
docunent .

MS. HOLAHAN: That's right. But it wouldn't come
-- | mean, not as they would use as the body, but that's one
of the things we have tried to do is incorporate many of the
reviewers' notes in so that everybody is working, knows where
everybody is.

MR. CAMPER: You know, the idea is that truth-in-
| endi ng. You know, if our reviewers need to see that, why
shoul dn't applicants be aware that the reviewers are seeing
that and focusing upon it? And that's a legitimte and
reasonabl e approach.

MEMBER QUI LLEN: | wasn't here for your
di scussi ons yesterday, but | certainly would think that they
shoul d have access to that.

MR. CAMPER: Yeah, | think that makes sense al so.
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MS. HOLAHAN: Just as a note, we can pull out the

old Part 20 references on the --

MR. AYRES: Oh, | already noted that. That was

MS. HOLAHAN:  Ckay.

MR. AYRES: ~-- inporting this stuff over from--

(Laughter.)

That has al ready been duly noted in --

MS. HOLAHAN: Oh, okay.

CHAI RPERSON STI TT: \What ot her business do we
want to do today?

MR. AYRES: That's all for today.

MS. TAYLOR: That's all we can do today.

MR. CAMPER:. That's all we do today, because the
schedul e for the other topics are in the --

CHAI RPERSON STI TT: Tomorrow we' ||l do manual
brachyt herapy, teletherapy, and gamma -- sanme fashion that we
wor ked t oday.

M5. HOLAHAN: A lot of the issues that we
di scussed in renote are also applicable to manual, so
hopefully sone of those won't take quite as | ong.

MR. AYRES: Actually, we did this reviewthe
reverse of the way they were witten. Manual was witten
before --

MS. HOLAHAN: That's true. We wote manual, and
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then we wote renote.

CHAI RPERSON STITT: Well, the renote is the
harder of the whole group, isn't it?

MR. CAMPER: | think so.

CHAI RPERSON STITT: | would think so.

MR. AYRES: |It's certainly nore conplex, | guess,

because of the nultitude of different types of devices.

CHAI RPERSON STITT: So we'll start off with
manual first thing in the norning.

MR. AYRES: Okay. That wll work.

MR. CAMPER:. COkay. Are we in closure for the
day, then? That's it.

(Wher eupon, at 2:55 p.m, the subcommttee

meeting was concl uded.)



