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P-RROCEEDI-NGS
8:03 a.m

MR. CAMPER:. (Good norning, |adies and gentlenen.
I am pl eased to wel cone you to Rockville and to the NRC
Headquarters for this public nmeeting of our Advisory Conmttee
on the Medical Uses of |sotopes.

|"m Larry Canper. | amthe Chief of the Medical,
Academ ¢ and Commercial Use Safety Branch and the desi gnated
federal official for this Advisory Conm ttee neeting.

This is an announced neeting of the Advisory
Committee and is being held in accordance with the rules and
regul ations of the General Services Adm nistration and the
Nucl ear Regul atory Conmi ssion. This neeting was announced in
The Federal Register on April 19, 1995 and that notice stated
that the neeting will begin at 8 a.m and we're about four
m nutes | ate.

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

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

di scussed today but al so values stated mnority or dissenting
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opi ni ons, and we ask you would clearly articul ate those
di ssenting opinions as we discuss the specific agenda itens.

The agenda is full and I would request that you
make your comrents specifically germane to the topic under
di scussi on and make them as succinct as possible so we can
conduct as nuch busi ness as possi bl e.

As part of the preparation for this meeting, |
have revi ewed the agenda for nmenbers' financial and enpl oynent
interest. | have not identified any conflicts fromthat
revi ew based on the very general nature of the discussion that
we're having at this tinme. | don't see anything that involves
any specific institution where there m ght be a conflict nor
am | aware that any of you have raised any of the itenms that
are on the agenda as part of a petition for rule making so, to
t he best of my know edge, there are no conflicts.

However, should any nmenber of the Committee
during our discussions becone aware of a potential conflict of
interest with regard to a topic under discussion, you are
obligated to informthe Chairman or nyself and recuse yourself
from di scussion of that particular topic as a Conmttee
menber .

| would like to take this opportunity to
i ntroduce the Commttee nenbers with us today. Starting on ny
| eft we have Doctor David Whodbury fromthe FDA. W have M.

Denni s Swanson, our radio pharmaci st representative. W have
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Doctor Judith Stitt, a radi ation oncol ogist and therapist. W
have M. Bob Quillen fromthe state of Col orado. W have
Doctor Josie Piccone who is the section | eader for the Medical
and Academ c Section. O course, we have our esteened

Chai rman, Doctor Barry Siegel. W have Doctor WI Nelp who is
representing our research interest on the conmttee. W have
M. John Graham who is a managenent specialist in health care
adm ni stration and we have Doctor Daniel Flynn who is a

radi ati on therapy oncol ogi st.

In addition to the nenbers of the Commttee, we
have with us today two invited guests. W have Doctor Ivan
Brezovich who is with the University of Al abama at Birm ngham
Doctor Brezovich is behind us. W also have Doctor Jeffrey
WIlliamon with the Maryland -- Institute of Radi ology. These
gentlenen are invited speakers today. They are practicing
t herapy physicists and, since our first agenda itens deals
wi th brachyt herapy issues, we wanted to get the perspective of
a practicing therapy physicist not representing any particular
organi zation, not functioning as a Comm ttee nmenber, but
giving us their practical, day-to-day observations, and we
think that will be of trenmendous benefit to us.

|'"d also like to take this opportunity to
I ntroduce a couple of other nenbers of the NRC staff in the
audi ence and al so to announce a coupl e of changes recently in

key managenent positions within our agency. W recently



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

7

underwent a substantial change. Doctor Carl Paperiello, who
was previously the Division Director for the Division of

I ndustrial and Medi cal Nucl ear Safety, becane the O fice
Director for Nuclear Material Safety and Safeguards. | don't
know i f Doctor Paperiello is here.

We have Doctor Donald Cool who's back behind us
in the first row Doctor Cool becanme the Division Director of
IMNS. | assuned responsibility as the Chief for the Medical,
Academ ¢ and Commercial Use Safety Branch repl aci ng Doct or
John d enn, who is now Branch Chief with the O fice of
Research, but | assure you that John is here in spirit. He
indicated that to ne. He hates mssing this and all the fun,
but he will be with us tonmorrow to make one of the mjor
presentations on the rule makings.

And the other significant change involves Doctor
Piccone. Josie Piccone assuned responsibility as the Section
Leader for the Medical and Academ c Secti on.

So with those introductions, | want to nmake one
or two adm nistrative comments and point out that we do have
restroonms nearby. They are just down the hallway. There's
al so a vendi ng room down the hallway that's avail able for
snacks and the |ike for any nmenbers of the public. W do have
sone coffee available but that unfortunately is restricted to
use by the Committee nenbers. Menbers of the public can find

a cafeteria in the first floor of the adjacent building.
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So with those opening coments, what 1'd like to
do is next ask Doctor Cool to nake a few comments. You'l
noti ce on the agenda that we had added a new item and we cal
it Director's Comments and this was added to afford either the
Office Director or the Division Director an opportunity to
share with you sone phil osophical or big picture concerns
that they m ght have fromtheir perspective and sort of set
the stage for things that are on their mnd that you can bear
in your deliberations today.

DR. COOL: Thank you, Larry. Barry, nenbers of
the Commttee. |It's good to be here. This is a slightly
different setting fromwhich I amused to addressing this
particular committee. |'mnot whether it was poetic justice,
mal i ce of forethought or exactly what it was that resulted in
t he Executive Director deciding that the guy who had been
responsi ble for the past six years or so for witing all of
the rules should now be put in the position of having to try
to inmplement them Nevertheless, that's what happened.

| am pleased to be here today. | extend to you a
wel come from Doctor Paperiello who is now the O fice Director
Larry has already gone through and given you all of the
managenent changes. It was not quite as it m ght have
appeared to be taking all the names, putting themin a basket,
shaking it, tossing it up in the air, and seeing who fell out

where. There was quite a bit of thought and effort put into
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this. | amreally pleased with the teamthat | have with
Josie nmoving over to the Medical Section, Larry noving up to
be the Branch Chief in that area.

We are faced with a | ot of challenges over the
next couple of years and | want to talk just for a few m nutes
about sonme of the things that | see, sone of the activities
that | believe are going to inpinge either very directly or at
| east tangentially on the nmedical program on this activities
whi ch this division and office need to face over the next
coupl e of years. There are a nunber of them

Cbvi ously, we are coming to a point in tine where
we need to try and do sonmething with all the experience that
we've gained with Part 35 since it was revised in 1987. W
need to do sonmething with the fact that there are a nunber of
new nodalities, a number of things that have changed in the
whol e approach to health care, the various kinds of new
i nterations, new specialties, new activities and how to dea
with those within the regulatory structure

There are other things external to this agency
whi ch includes the review by the National Acadeny of Sciences
that we've all been following with great interest, the efforts
on the part of the current adm nistration to streanline
governnment, the National Performance Review and the foll ow on
activities there which have a significant inpact and will have

an inpact on the way that we do busi ness and our own internal
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efforts that we're going to be talking about a little bit

| ater tomorrow to try and re-engi neer the whol e process of how
we go about doing licensing. Wth the Chairman's perm ssion
|"mgoing to take just a couple of mnutes and outline a
little bit of what's going on in each one of those.

VWhen the revision of Part 35 was done in 1987,
there we a | ot of requirenments that were put in place. It
was an effort deliberately ainmed at trying to get into the
regul ation those things which at the tine were in various
pl aces and vari ous gui dance docunents, particularly in sone of
t he di agnostic use of some of the areas. | think we've cone
to understand that there are both gaps in that structure and
areas where, in retrospect, we may have been just a little bit
overboard with the kinds of requirenents that were put in
pl ace in order to acconplish a particul ar purpose.

Since the time of that revision, it has not been
a static rule, as you're all sort of acutely aware. Sone of
t he changes have been rather controversial. The Quality
Managenment Rule, the M sAdm nistration Rule. Sone, maybe
rightly so, have called those things unnecessary, burdensone,
but it's perhaps only with hindsight the actual effect of any
regul ati on can be understood. Over the |ast few weeks, Doctor
Paperiello and | have been taking a | ook at sone of the
m sadni ni stration data, trying to get ready for discussions

with the Chairman, the EDO and vari ous areas.
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M sadm ni strations for a nunber of years averaged
sonet hing on the order of 25 to 30. It was relatively steady.
Obvi ously, there's sonme variation any tine you're trying to
apply statistics to relatively small nunbers of essentially
I ndependent events, but for each six nonth period you' d have
15, 20, sonething like that. It would vary around a little
bit but it was relatively steady over the tine that we have
sone reasonable data on. Very interestingly enough, so far in
1995 t hrough the begi nning of May we have exactly two in that
six month period comng up with a little over a nonth |eft.

Now obviously, it's way too early to put any
credence on a particular set of nunbers. This m ght be sone
sort of statistical variation. On the other hand, it m ght
al so be an indication that, |o and behold, all of the things
that we attenpted to do to try and pronote quality, to try and
get the active participation of authorized user physicians in
at each stage in the process, in fact, had at |east sone of
the effect that we desired for it to have over the course of
time and so we | ook at the prograns, as we | ook at the
revisions -- here | hove to preach to nyself as nmuch as anyone
else -- let's not throw out the baby in the acconplishnments
along with the bath water of trying to snooth out pieces of
regul ati ons.

On the second front is nodality such as the high

dose rate brachytherapy have virtually no regulatory structure
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in the existing regulations. At this point, there's a | ot of
things in various guidance docunents, nmost of that com ng
about as the result of the m sadm nistration incident up in
Pennsyl vani a several years ago and the Medical Managenent Pl an
was an outgrowth of that, a whole series of guidance
activities trying to put together some sort of structure in
the interimuse for that.

Most of the rest of this nmorning is going to be
devoted to discussions of where we go with that particular
arena. How do we go about trying to put together some sort of
regul atory structure that can be in the regulation so that it
can be a solid programwhich has a |long-term basis and not a
program whi ch continually evolves in guidance docunents. It's
one of the things that | cane to really appreciate while I was
in the Ofice of Research, was just how much we as a staff,
rightly or wrongly, tend to try to do things by sort of the
easi est nethod because we have this little inpingenent from
this side or this little inpingenent fromthe other side and
it results in you doing what nearly ambunts to a Browni an
noti on random wal k, having to stand back and say, Are we ained
in the right direction? Are we focused on the right sorts of
t hi ngs?

In ternms of the Medical Managenent Pl an, by the
end of this year we'll probably be 80 percent or better

acconplished. Al the short-termactions will pretty much be
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done. The remaining actions will be the |ong-term rul emaking
gui dance actions, sonme of the things com ng specifically out
of the brachytherapy area, a nunber of things related to the
revision of Part 35. There are a nunber of issues that still
have to be addressed there one way or another. Training
experi ence has been raised in a nunber of settings, needs to
be | ooked at.

In my view, | think nost of those at this point
need to be wapped into the overall revision of the
regul ations. Getting back to the sane point | made a little
bit ago. | think at this tine we should really start to focus
our efforts on being prepared to address regul ation and
nmedi cal as a whole. Stand back away from the individual
I mpi ngi ng pi eces and say, \Wat needs to be there? Why? Does
it make sense for us to be there?

As you're aware, the NRC contracted with the
Nat i onal Acadeny of Sciences to take an independent
exam nation of the regulatory approach for medical uses. Each
of us is keenly interested in the recommendati ons. They, of
course, have done exactly as they always advocate that they
do. They've told us absolutely nothing up to this point, so
we all sit and we guess and we worry and we wonder and we try
to sort of second guess where they m ght be going. W' Il have
that report by the end of this year. That's the time frame

that the contract was originally laid out. They're still on
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that track as far as we can determne. AlIl of the indications
are that we will be there.

Qur revision of Part 35 and the time frame for
that is, in fact, keyed to the availability of that National
Acadeny study because that will be a key ingredient in going
forward with the rule making process. | think that rule
maki ng process, once we have that paper, needs to be a very
open approach involving all the various folks in the nedical
community, all the people out in the public.

One of the things that we have tended not to do
very well heretofore is identifying and involving people
outside of the profession in our rule making process in the
nmedi cal area. There are other areas of regulation where the
Comm ssi on has had a wealth of input fromthose outside of the
i ndustry or regulatory process, but not this area very nuch,
and we need to be finding nmechanisns to involve them The
Comm ssi on pursued what was called an enhanced participatory
rul e maki ng process in the deconm ssioning criteria. W my
or may not call this particular rule making by that little
particul ar acronym That acronym as with all NRC acronynmns,
has now accunul ated its own set of baggage.

Nevert hel ess, that kind of approach of having
wor kshops based on background documentation | think is going
to be a nmethodol ogy that we'll need to pursue in terns of

trying to get to a rule making if that's what we want it to
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do. | believe that your recommendati ons and di scussions are
al so going to be critical to that process.

One of the things I'd like to invite you to try
and do, both during today and over the next few nonths, is to
consi der what pieces of background information, what kind of
docunent ati on, other information, could be best devel oped in
this time frame by the staff, perhaps by sone of you folks, in
order to facilitate those discussions early next year. One of
the things |I've found key was that when peopl e began the
di scussions that they started froma comon begi nning point, a
common | evel of understanding in ternms of what the issues
wer e, what sone of the background pieces of information were
so the discussion could nove forward and a great deal of tinme
wasn't spent trying to get everyone up to speed. | really
woul d hope that you could help us in putting together a good
set of background docunents on that area.

A totally separate path is the review of the
regul ati ons and agency actions as part of the ongoi ng National
Per f ormance Revi ew conducted by the Clinton Adm nistration.
NRC, as well as nost of the other agencies, are in the process
of exam ning the regulations and activities to determne if
there are things that could be done better, if there are
thi ngs that should be devol ved or otherw se states or other
organi zations, if there are places where requirements can be

reduced or stream ined or places where regulations aren't
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needed at all.

As |'m sure you're aware, our Chairman, Chairnman
Selin, has publicly indicated his desire that the NRC reduce
or perhaps even elimnate sone of its role in the medica
areas, at least with regards to sone of the protection of the
patient issues. |If such an approach were taken to its
ul ti mat e endpoi nt, changes would be needed in the Atom c
Energy Act in order for sone of those sorts of things to be
acconplished. There have been a wi de variety of other
variants that have al so been di scussed which m ght get NRC
part way out or reduce its role or nodify its role in various
aspects. That will be a key piece once again as we start to
consi der what kind of revisions mght be appropriate for Part
35.

Jack Roe, who is leading the NRC staff efforts in
this area is going to be here later this nmorning, | believe,
on your agenda to discuss the activities of his group and |
believe to seek your input on sone of the changes or
nodi fi cations that m ght be appropriate to recomend to the
agency's seni or managenent and on to the Adm ni stration.

| nsi de the agency, |ast year we began a mmj or
effort to try and reexan ne the process by which nmy division
and the regions do |licensing, do the process of issuing a
license, everything fromhowit's submtted to howit's

processed, to howit's sent out and the kind of review and the
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ki nd of docunentation that's done. W're going to talk a
little bit about that tonmorrow. That process basically

i nvol ves standi ng back and saying, What is the as-built
situation? What kind of things are out there sonewhere in

I ndustry and other sectors of the federal governnment and the
stat es where people are doing things which we m ght be able to
I ncorporate into our process in order to have a significant
gain in our efficiency, our ability to do |icensing
activities? That obviously will directly inpact nmedical
licenses. That's one of the very | arge conponents of the

| icenses that we and the states issue.

What we di scovered was that what we thought was
as nice sinple little process, about eight steps of the
process, it cones in, the old fee processing takes place by
sonebody, it gets sent over, you do the review, it gets sent,
maybe a deficiency letter is sent out, you send out a license
and you send out a renewal notification. The reality is it
was an enormously conpl ex process, sonething |like 80+ steps
and back and forth and to and fro in the process with nearly
90 days worth of processing tinme on the average of which only
about two days was actually devoted to anything resenbling
real work associated with the review of the process. W hope
to inprove that.

Once again, this is an area where I'min hopes we

can gain sonme ideas fromyou folks in the private sector in
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the way that you conduct business to help us inprove our

process of doing work. For so long -- it's easy because |I'm
an outsider and so | can say all sorts of radical things. |'m
inthis little honeynoon period where no one will hit me too

hard. For really too |l ong we have been in a us versus them
ki nd of process. Headquarters versus regions. NRC versus
i censees. NRC versus states. You just generate a really
nice long |list.

I"min hopes that we can nove to a |little nore of
a process which uses the termwe where we work together as a
team where we exam ne the issues and where we try to take the

bi g picture approach to things and cone to solutions which are

mutual |y acceptable. | know we will never get to the point
where all of us will in fact be in agreenment and have perfect
consensus. That, | think, is probably asking just a bit too
much. But to nove in that direction and I | ook forward to

wor king with you fol ks.

There are a nunber of things going on
sinmul taneously these next two days. We'IIl unfortunately have
to be popping in and out of here. W provide the
Comm ssioners this nmorning with a briefing of our business
process for engineering. |I'mjust going to sort of chunk out
nost of the rest of this norning but | hope to be back and
forth, be available to be part of at |east a nunmber of these

di scussi ons over the next two days. You've got a whole |ot of
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t hings on your agenda that |'m personally interested in as |
get into this process, and | | ook forward to hearing from you.
Barry, depending on your agenda and schedule, 1'd

be glad to try and answer sone general questions for a few
m nutes and we can get into specifics later.

CHAI RMAN SI EGEL: Does anyone have any questions
ri ght now?

Let me just ask one very briefly. Can you
anplify a tiny bit on what you neant by getting other nenbers
of the general public nmore involved in the medical rule naking
process. The sense was that you haven't tried to involve
them and |I'mnot sure that's true. | just sense that people
haven't been terribly interested in comng forward to conment
on these issues.

DR. COOL: In fact, | think you're exactly right.
My background over the |last six years, as nost of you are
probably aware, is in the rule making area. Sone of the rule
maki ngs have people just flocking to our doors to provide us
their viewpoints, both positive and negative, a |ot of it, of
course, engendered by policy statenents with three other
acronyns that everybody | oved.

In the nmedi cal area, nedical regul ation has not
engendered that kind of interest to date and that's exactly

right. There have been sone efforts to try and involve sone
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people. They've not been terribly successful for whatever set
of reasons. |If that is in fact the way the public w shes it
to be, then we'll nove forward with those who wi sh to be

i nvol ved in the process.

What | would like to try and do though is to make
sure that we have taken what steps we have available to us to
make sure that if there are people who are interested, people
who have sone viewpoints, sone ideas, things related to
pati ent advocacy, sonme of the things that are not within the
"traditional"™ -- put that in quotes -- professional societies
and various ki nds of professions, that we have at | east gone
t hrough a careful effort to try and identify and involve them
in the process.

| f they choose not to participate, obviously |I'm
not going to go out with the handcuffs and drag themto the
table. On the other hand, | want to make sure that we have
avai l ed ourselves of as nmany opportunities to get their input
as possi bl e because ny experience is that the nore people who
are involved in the front end of the process, the better off
t he product is when we get to the back end and we actually try
to put together a regulation.

CHAI RMAN SI EGEL: Thank you. Look forward to
your neeting.

The record should show that Dr. Wagner has j oi ned

the commttee. Good norning, Lou.
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Let me add ny wel come to that given by Larry and
Don and good norni ng, everybody. As you see, we've got a
fairly busy agenda. W've got a lot to cover and it'll be
entertaining to see whether we can get through it in the tinme
that's been allotted. 1'd like to reiterate the need for us
to try to generate consensus on the issues but welcone the
opportunity for mnority reports and we'll clearly identify
those in the record and in the m nutes when they ultimtely
come out after the neeting.

When people speak, the first time at |east,
identify yourself so that the transcriptionist gets your voice
and we'll be able to follow the programthe rest of the day.
| think we can probably nove on with the agenda after those
few brief comments. M goal to try to make this commttee
operate in a nearly paperless fashion when it's not at the
nmeeti ngs has not worked entirely. | think we need a nonent of
silence for the trees. This neeting has a | ot of background
paper and it looks like nmore is com ng.

Wth that, let's begin this major norning item
which is the discussion of brachytherapy and where
brachyt herapy rul e maki ng may be headed. Trish is going to
start off the discussion, give us the big picture. Then
Doctors Brezovich and WIIliamson are going to make each brief
presentations and will be available to answer questions during

the course of the discussion as we wish to call on them and we
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wll try to work our way through the questions.

Let me just make one other coment. |'m not
aware of any menbers of the general public who asked to
address this Advisory Conmttee at this neeting yet, and
consequently we don't have to, but as has been our desire in
the past, if there are nmenbers of the general public who fee
the need to contribute sonething to the nmeeting and if our
agenda allows, the Chair will reserve the right to recognize
t hose indi vi dual s.

Trish, go for it.

DR. HOLAHAN: Good nmorning. |'m Patricia Hol ahan
and I"'min the Medical and Academ c Section and |'m speaking
to you today as the Project Manager for the brachytherapy
i ssues. | believe everybody received a copy of a draft issues
paper that we prepared in preparation for this neeting
basically to give some background of sone of the issues that
we wish to cover. This area was discussed at the |ast two
ACMUJ neetings and what we've done is we've tried to put
everything now into one place with sonme questions. As |
mentioned, it is a draft paper and we | ook to making any
changes that have been identified at this neeting.

As we've nentioned previously, NRCis currently
in the process of review ng the nmedical use of byproduct
mat erial for brachytherapy with regards to the adequacy of the

exi sting regul ati ons, standards and procedures to include the
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gui dance docunents that are currently out in the public. As
part of this in the |last neeting, the ACMJ had recomended
that NRC proceed with an expedited rule making to address sone
of these issues. However, with the National Acadeny of

Sci ence study being due at the end of this year, we have
decided to hold off until that study cones in, |ook at that
study and possibly incorporate the rule making into the major
revi sion of Part 35.

However, in the nean tinme we are still going out
and seeki ng comments on many of these issues to try and get
sone of the issues clarified and identified. W' re comng
here obviously to the ACMJ and then we'll be going to sone of
t he professional societies over the next several nmonths. Jim
Smth has been working with nme. He's also in the Medical and
Academ ¢ Section and will also be doing a considerabl e anmunt
of the work over the next few nonths.

Some of the background, too, is the NRC had
recently issued a policy statenment, proposed agency-w de
policy statenment on the use of risk assessnent. As part of
that, medical devices is included in that policy statenent and
i f the policy statement becones final, we'll be using nmuch
nore of the risk analysis in terns of future rule makings and
so there's been a workshop conducted | ast sumrer | ooking at,
for exanple, the HDR and the ganma knife. And so that is also

bei ng considered in some of these efforts that are currently
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What |'d like to do at this point is perhaps
pause and | et Doctors Brezovich and WIIlianson make sone
i ntroductory comments. As Larry nentioned earlier, we have
i nvited, because there are very many issues in here that are
heavily physics-oriented, we invited the participation of two
addi ti onal medi cal physicists, so we've asked themif they
could make a few opening comments and then I'd |ike to walk
through all the issues.

Doctor Brezovich, would you like to start? Do
you need a projector or anything?

DR. BREZOVI CH: No. The podi um

First of all, I would like to thank you very nuch
for inviting me to this nost inportant nmeeting. | recognize
it's going to be a great responsibility and certainly a
pl easure and honor. | wll therefore try to do nmy best to
give you an unfiltered view as seen through the eyes of a
medi cal physicist who has been working for the |ast 20 years
in the trenches of day-to-day patient care. | will only
address radi ation therapy. Because of the limtations,
obviously | can only talk about the major issues. | have
responded in witing and I will give you a copy of that.

My greatest concern as the current regulations of
the NRC are witten is that they are not recognizing the role

of the nedical physicist and the role it is playing and the
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quality of delivery to the patient. Specifically, as the
rules are witten now, the physicist |acks the authority to do
his job because individual jobs are not assigned to him

t hrough the regul atory process.

#2, NRC regul ati ons do not put any specific
quality requirenments on the education and training of the
medi cal physicist as they do on authorized use and on the
radi ati on safety officer. As a result, you have unqualified
peopl e doing some very sensitive work, including, literally
speaking, brain surgery if it's done with radiation.

As an exanpl e of what can happen if you don't
have the authority to do your job, I want to point to the
accident at Riverside Menorial Hospital which happened a
nunmber of years ago. The root cause of the incident was that
a nmedi cal physicist, the work of a nedical physicist was
interfered with by the authorized user. Specifically, if you
| ook at the report, the authorized user requested the nedical
physi ci st use |linear paper to graph the output of the
exponentially decaying cobalt source. The confusion which
arose due to this unorthodox way of determ ning the output
resulted in an ever increasing overdose to patients which
resulted in up to 40 percent of over-exposure.

NRC s response to that was to put a patch on the
problem nanely to require that the output of radiation units

be periodically checked. That may have solved this one
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problem but it did not elimnate the root of the problem It
elimnated the synptonms but not the root. Even now nedi cal
physi ci sts have difficulty practicing their profession because
t hey do not have specific authorization for certain
procedures. Two exanples cone to ny m nd.

One of them was at night. A nedical physicist
was called by the nursing staff to a hospital because it
seened that the radiumribbons had shifted. The physicist
canme to the hospital, verified that this was the case. She
notified the authorized user who felt that they probably
didn't shift and did not come to the hospital and the next
norning it was verified that they had shifted. So the nedica
physicist, strictly speaking, would have had to viol ate
current rules in order to prevent this m sadm nistration from
happeni ng.

Anot her case which cones to mnd is a nedical
physi ci st working out the procedures for brain treatnents with
i odi ne sources found that it would be very desirable to do a
dry run before you inplant the inplants into the patient. By
dry run, | mean treat a plastic phantom head. The brain
surgeon objected to that, feeling that it was unnecessary
waste of time. The nedical physicist insisted on it but it
put himin an awkward position. He felt that he was maybe
even endangering his job by insisting on it, again because NRC

procedures do not authorize himto nmake any specific request.
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During the dry run, three of the four inmplants would have
m ssed the tunmor conpletely because the physicist tracked it
down to there were two different types of franmes being used.

So again, what the NRC regul ations needs to do is
be specific on what the nedical physicist can do and should do
so that he can do his job right.

The other issue is qualifications. Right now as
the rules are witten, it appears as if the physicist's work
was a black and white issue. The physicist does his work.

Ri ght. Everything cones out okay. O if the physicist does a
poor job, there's a m sadm nistration, time for nore rul es or
sonme fines. This is not how medical physics is practiced.

The outcone of radiation treatnent depends in a graduated way
on the performance of the nmedical physicist.

For example, in the brain treatnment with
radi oactive sources, it is the nmedical physicist's ability to
come up with an inplant configuration which does not require
an undue nunber of bore burr holes which the brain surgeon
doesn't want to do and the ability of the physicist to cone
with the configuration which encloses the tunor with the
proper isodose curve. |If he doesn't do it, either part of the
tumor sticks out of the radiation field and doesn't get
treated or undesirable structures do get treated.

VWhen you | ook at isodose curves of an isodose

pl an whi ch has been prepared by the physicist and you see that
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the 5,000 rads curves, just as an exanple, nicely includes a
tumor, nost of us are satisfied. 1In reality, you are kidding
yourself. The treatnment plan in conputers use algorithns
whi ch are just not that accurate. W are not that
sophi sticated yet. So right there you have an ingrained
i naccuracy of several percent.

By the time the nedical physicist has prepared
or in order to prepare that 5,000 does line, there were at
| east a dozen steps starting with neasuring the output of the
radi ation unit, measuring beam profiles, depth dose curves,
entering those data into the treatnent plan and conputer. So
if in each one of those many, many steps there's an inaccuracy
of only one percent which certainly wouldn't cause any mgj or
concern, the cunulative error can be such that you are nore
then 10 percent off. So unless you have superb nedi cal
physi cs services you may end up having a m sadm nistration in
each and every one of your treatnments w thout knowing it.

So, therefore, the m sadmnistration which is so
of ten quoted in NRC regul ations |loses totally its meaning
unl ess you have a physicist who has the ability of measuring
the radi ation and conputing it with this kind of accuracy. To
do that requires superb performance.

Therefore, | would highly recommend that NRC
recogni zes the inportance of the physicist and make specific

requirements for their training equivalent to those of the
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aut hori zed user that is available. Medical physicists now
have the ability of getting qualified with board certification
by the same specialty board which qualifies the authorized
user, so why not do it? |'mnot asking you for anything
special to do this because the Anerican Board of Medi cal
Specialists lists physicists who are qualified by ABR
certification as medical specialists. They are listed in the
sanme book in which neurosurgeon, urologists and radiation
oncol ogi st are being recognized. |'mnot asking for anything
speci al .

Then finally I want to point out why is it so
I nportant to address this issue right? Wth the increasing
use of HMOs, you can expect nmany radi ol ogy oncol ogy
departnments to be reorganized. It happens all the tinme. It
was exactly the reorganization of a nmedical physics procedure
at Riverside which led to the death or injury of 400 peopl e,
so unless NRC i ntervenes and nakes specific duties for
physicists' specific qualifications, they' re going to set the
stage for simlar incidents to happen many, nmany tinmes as the
reorgani zati on continues.

Thank you.

CHAI RMAN SI EGEL: Any questions for Doctor
Brezovi ch before he | eaves right now? |If not, we'll catch you
with questions during the discussion.

MEMBER NELP: | have a question. O the people
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working in the field of nedical physics, nedical physicists as
you descri be, what fraction of themare qualified by the
standards you quoted and what fraction would not be qualified?

DR. BREZOVICH:. | would say that right now
there's enough qualified physicists available to cover all the
nati on, what needs to be done. | would say that probably two
thirds of them the ones who are in direct practice. That
woul d be nmy guess.

MEMBER NELP: Mbst of them are board certified?

DR. BREZOVI CH: | woul d say.

DR. W LLI AMSON: Jeff WIlianmson. | think the
mar ket penetration of either American Board of Radi ol ogy
certification or Anerican Board of Medical Physics -- there
are two boards in radiation oncology physics -- | say it's
somewhere between half and two thirds.

DR. BREZOVI CH: Okay.

MR. CAMPER: One of the things we're going to be
expl oring, Doctor Brezovich, this norning is this question of
the training and experience and qualifications of the
physicist. W have particular concerns about HDR use and in
our regul ations, as you know, we currently have qualifications
for teletherapy physicists and we've nade sonme adjustnents in
gui dance space as it relates to physicists involved with HDR
So when we tal k about that, your perceptions of what is the

appropriate |level of training and the types of training
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specifically.

One thing I would ask you to bear in mnd is that
i n our regulations we do not and can not limt qualifications
to only board certifications. There has to be an or pathway,
and that's because of sone constraint of trade considerations.
So it's very inmportant to us. The board certifications, of
course, for us carry a specter of success and acconpli shnent
and achi evenment obviously. By the sane token, there are other
qual i fied individuals, well-trained individuals who don't, for
what ever reason, achieve board certification.

And so knowi ng in particular, are the boards
currently addressing the right kinds of things in terns of
HDR? Do you feel that board certification today in the realm
of HDR is an adequate | evel of training and experience and
docunent ati on of such? And for the or pathway, what types of
things m ght we specifically focus upon? So when Trish
Hol ahan goes through that part of the talk, your perceptions
on that would be extrenmely useful to us.

DR. BREZOVICH:. Okay. First of all, I want to
point out that the ABRis not the only one. Anmerican Board of
Medi cal Physics woul d be another one. Also we would certainly
be in favor of recognizing the equival ent Canadi an boards.
That is not different at all fromwhat NRC is right now doing
for the authorized user. The authorized user specifically

lists the nunber but | would certainly be all in favor of
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doi ng that for the physicists.

As far as HDR is concerned, usually my experience
has been when a really qualified person has been in work for
many, nmany years. \Wen we get the job like I had, okay, we
are going to do HDR half a year fromnow. Mst of us know it
is a big involvenent, a big step. The first thing, as soon as
| knew what woul d happen, | spent days on the phone trying to
talk to nmy peers and qualify nyself. | evaluated individual
units. | went to places. So basically a person who knows the
responsibility you have. | know that every one of those
patients' |ife depends on what | do, so | think if you have a
person with this -- and nost of them | would say, do it.

They will on their own do whatever it takes to do the job
right. | would certainly not object that NRC put specific
requirenments |like that you get shipped to the conpany where

you start to |l ook at how they are doing it and try to

understand. | would be very much in favor of it and | think
it would help because again, with the HMOs noney nay be a
problemand if it's required that you get training fromthe
factory, | think it would be great.

CHAl RMAN SI EGEL: Jeff.

DR. W LLI AMSON: Well, | would like to thank the
people here at NRC for inviting me here to address you about
the very inportant issues that have been put before us. As

you can see, | amgoing to nmake sonme critical comments about
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current NRC regul atory and enforcenent practices. | don't
wi sh this to be construed to inply that 1'm opposed to the
I nvol vement of NRC in directing the inprovenent, in notivating
i nprovenents of quality care in our field. I'mreally not at
all. As Doctor Brezovich has very eloquently described, the
whol e focus of our profession as nedical physicists is to,
with the resources at hand, maxim ze the quality and efficacy
of the treatnent.

Well, what 1'd like to do is share what are sone
w dely perceived problenms with the current appraoch that NRC
has taken and then present sonme positive suggestions. So |I'm
going to be a little nore general.

| think one concern that a | ot of people is that
NRC rul e making attenpts, rule making understood very
generally to include the licensing criteria and the whol e
schnear, seens to be catastrophe-drive. That is, possible
error pathways cone to the attention of the rule makers
through basically a series of |ow probability, random events,
occurrences which |I believe thenselves are defined according
to relatively arbitrary criteria so you' re not getting sort of
a bal anced view of what the endpoints of true quality
assurance progranms are if that's all you | ook at.

Then relatively rigid and inflexible rules are
made by individual s who, by education and | ack of clinical

experience, are really not qualified to do. So, as a result,
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we have -- |I'll show on the next slide -- sort of no bal ance,

no sort of consideration for the relative probability of these

events, their relati

ve i nportance conpared to other things we

have to be concerned with in order to guarantee adequate

treatment to the pat
Fi nal |y,

puni tive enforcenment

I ent.
this is coupled with an adversarial and

policy that basically focuses again on

i sol ated deficiencies and errors, more often than not

paperwor k and documentation errors that have really, in a

sense, nothing to do with the adequacy of treatnent or the

program There doesn't seemto be nmuch enphasis on the

overall quality of t

he institution's program for guaranteeing

good qual ity therapy.

So | guess the question is, is this helping the

qual ity of treatnent

or is it hurting it? | would submt that

It is in some ways doing a fair anount of harm by basically

distorting the whole process. | think we're in a situation

now where nost insti

tuti ons under NRC rul e have to have two

qual ity assurance prograns.

First of

program that's devel

all, there's the real quality assurance

oped by the professionals involved in

order to guarantee not only protection of the patient from

catastrophic errors
| ooked at as a nuch

systemin the ideal

but overall quality of treatnent, and it's
br oader perspective. |It's a coherent

situation that's thought out
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perspectively, looking not only at the errors that have
happened, i.e., the horses that have escaped fromthe barn
al ready, but sort of review ng the whole system of treatnent
pl anni ng and delivery in an effort to identify the critical
deci sion points and build in checks to guarantee or optim ze
success at | east.

So we | ook at things, for exanple, the adequacy
of the treatnment. Have we used the best applicator of those
available to realize the clinician's intent. In addition to
maki ng sure the prescribed dwell positions in HDR are
accurately delivered, we asked the question, gee, are those
dwel | positions in the right place? Are they consistent with
all available imging information you have in order to
identify the location of the tunmor? So this is how we work.

The for show system that NRC has

devel oped through, | think, what is a random rather haphazard
way of | ooking at the process seens to be notivated by
exagger ated concerns |li ke the one out of 100,000 chance that
the tipica source is going to detach and stay in the patient,
t hat someone in the mddle of the night is going to cone and
steal the renote afterloader, that sonme thoughtl ess technician
or therapist is going to treat the patient sinultaneously with
the LINAC and the high dose rate. Certainly we don't want
t hese things to happen but they really detract from our

attention and focus on the things that are inportant. It's
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si npl y unbal anced.

"1l point out some other things. One very
i nportant issue that seens to be neglected is the staffing and
the credentialing of that staff. Now just is there a
physici st there but given overall the duties of that physicist
in the institution, is there enough physicist FTE to take care
of technol ogically sophisticated nodalities such as HDR?

VWhat are some positive things that could be done?
I'"mvery pleased to hear that you' re |ooking at the whole

process with an attenpt to try and come up with sonething

that's nore realistic. Well, as Doctor Brezovich has talked
about, recognizing, | think, the role of the radiation
oncol ogy physicist is a very good start. He very eloquently

expl ai ned what our role is.

|"d like to point out one other area that we're
actively involved in as a national conmunity or professional
community and that is devel opnent of professional standards of
techni cal practice through groups such as the AAPM ACR,
Ameri can Brachyt herapy Society, ASTRO and NCRP even has sone
relati onship. These are groups of experts who have both the
techni cal background and enough invol vement with the sort of
clinical problenms that | think we're in a very good position
to try and define a coherent, broad-based systemthat | ooks at
all of the endpoints necessary to assure quality, not sinply

the sort of arbitrarily defined catastrophic ones NRC has
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traditionally | ooked at.

"1l mention one other thing. | think probably
the single nost hel pful thing you could do to inprove
radi ati on oncol ogy technical quality of practice would be to
| ook into the issue of staffing guidelines. Nunber of
physicists related to patient |oad, nunber of treatnent units
in the institution, and their sophistication. | think
conmpared to ot her devel oped countries in the world this is an
area where inplenmentation of standards is highly variable and
I n some cases so bad that it wouldn't even be tolerated in
many third world countries the way, in the worst cases,
t herapy has been practiced in the last 10 years.

| just show you some of the practice standards
t hat AAPM has recently issued, other ones that we're invol ved
with which the last two I'Il bring to your attention.
Brachyt herapy code of practice and HDR safety are going to
basically generate very detail ed QA protocol reconmendati ons.
Sol'd like to issue, just not only personally but in behalf
of nmy profession, an invitation for NRC to participate in the
devel opnent of these standards with the comrunity instead of
going it alone and sort of using the catastrophe-driven
appraoch that seens to have characterized past behavi or.

|'"d al so suggest review ng enforcenent
strategies. As | say, right now!l think institutions with

wel | -functioning quality assurance prograns and hi gh vol ume of
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patients that detect the errors are basically singled out for
puni shnment for these isolated failures despite having an
overall good quality assurance program | don't think | have
time to go into exanpl es.

| 'd suggest rethinking this strategy, not
puni shing isolated conpliance failures, but rating the
i censee on overall programquality, staffing |evels and
qualification, whether they have in place procedures to
i npl enment the standards of practice as devel oped by groups
such as AAPM and ACR and then an overall score to sort of rate
the conpliance of the institution in inmplenenting these
progranms. | think also a little flexibility in accepting
practices that may appear different but |lead to basically the
same end woul d be wel | -advi sed.

Finally, 1'd suggest | ooking at the reporting
criteria that you use for defining catastrophes which is the
i nput of the current rule making system |'d say with regard
to adm nistration there are a couple of approaches that coul d
be taken. | would recommend that you change the neani ng of
t he concept from serious technical error that may have sone
potential negative consequences to the patient to a serious
technical error which has a well-defined non-zero probability
of havi ng negative consequences to the patient in ternms of
i ncreased cost of treatnent, conplications or increased

recurrence rate.
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| think certainly the m sadm nistrations that
have been alleged in our institution, none of them has
resulted in any kind of patient injury or even epidem ol ogi cal
risk really. So I'd suggest if you' re going to have a
criterion that involves some inplications for the physician-
patient relationship, define it nore realistically.

A second thing you could do if you are interested
in technical errors for their sake as indicators of possible
i nadequaci es of the program then make a criterion which is
purely technical to identify those errors that you'd like to
see without interfering or having inplications for the
clinical managenent of the patient. So I'd suggest really
taking a good | ook at that.

In fact, a detail ed proposal has been submtted
to you, which | was involved in drafting, by the Radiation
Comm ttee of the AAPM and a sim |l ar proposal, | believe,

t hrough ASTRO and ACR

I'"d like to thank you for giving ne an
opportunity to give sone input into the process.

CHAI RMAN SI EGEL: Thanks, Jeff.

Larry, do you have a question?

MR. CAMPER: Thank you, Doctor W IIliamson. You
made a | ot of very interesting comments and we thank you for
t hose. Anpbngst the things you said, although many of them

were inmportant, | was struck by one and if |I were in the
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regul ating community, | would be concerned about this as
well. It's this question of the qualifications of individuals
who create the regulations that you have to live with on a
day-to-day basis. | guess what | really want to do is take a
noment or two to address that, not so nuch to defend the NRC
but nmore to el evate your |evel of confort because again, |
think it's a genuine concern that those who regul ate us have
sone idea of what they're doing.

On our staff we do have a nunber of individuals,
graduate | evel physicists who, in their careers, have
practiced in the therapy arena, but we do recogni ze, of
course, that the world of regulation on a day-to-day basis is
not the same as being in the hospital clinical environment
dealing with patients, so it's inportant, it's crucial that we
get out and get the kind of interaction that you're talking
about .

VWhat | want you to be aware of -- | don't know if
you are or not -- in addition to this commttee, we hove
several neetings, participations in upcom ng professional
soci ety neetings which we intend to take the very things we're
going to discuss with the Commttee today and solicit input
fromthe practitioners and |'mvery happy to say that recently
we were invited by the AAPN to participate in a task group
that's been created to devel op standards, industry standards,

particularly with regard to HDR. | think that's a perfect
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exanple of the kind of thing that you're getting at.

| said before on record and | would only
reiterate again that the best that can happen from our
perspective is that industry would devel op standards. We
could work with you to do that and then enbrace those
standards in our regulation. That is the best way to go. W
don't want to do it on our own. We certainly don't want to do
it in the absence of participation by you, the practitioners.
So | hope that, in sharing these coments with you, it
el evates your confort level a bit but we are sensitive to your
concern.

DR. WLLIAMSON: Well, | certainly didn't nmean to
i mpute the educational credentials of the professional NRC
staff. I'mwell aware that, nmore than nost federal agencies,
graduat e degrees in health physics, reactor engineering and
all kinds of very conplicated technical specialties are well -
represent ed.

| do want to point out though that there is a
sort of a critical additional potential that a nedical
physi ci st has and that is basically clinical experience. |It's
sort of |ike expecting sort of a general practitioner or
neurosurgeon to be able to wite detailed practice standards
for radiation oncology clinical practice w thout having gone
t hrough a residency. |It's sort of hard to know what all the

i ssues are. Sonmeone can tell you what all the issues are but
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it's sort of difficult to get across. Wat is sort of the
bal ance and rel ative inportance of the different issues? How
in areally nodel programfrom our perspective, maybe not
yours, do we bal ance the concerns for non-catastrophic
mai nt enance of patient quality versus focusing on
catastrophic? These are sort of big questions because there
aren't infinite resources to staff all of these things. W
can't focus everything on avoidance of |ow probability
catastrophic events. It's that kind of a perspective that
clinical practice can give you.

CHAI RMAN SI EGEL: Dan.

MEMBER FLYNN: | had a brief question, since you
have that slide up. Since you' ve highlighted it in yell ow,
m sadm ni stration m ght be redefined as greater than 20
percent of the total dose or a total being enphasized. Wth
cobalt telepathy going by the wayside-- by the year 2000,
there'll probably be fewer than 100 nachines. W're closer to
2,500 machines or nore of linear accelerators that the NRC
doesn't regulate. | want to understand your intent. Do you
intend to say that the NRC should be taking into account
errors generated fromlinear accelerators which they do not
regul ate when a nmisadm nistration is reported for
brachyt herapy when a patient is being treated by conbi ned
external beamw th a linear accelerator and brachytherapy? 1Is

t hat what your intent is?
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DR. WLLIAVMSON: Well, | think so. | nean you've

identified a |lot of possible inplications. The idea here
devel oped in the ASTRO Physics Commttee and in the AAPMis to
try and cone up with a criterion that captures nore closely
errors in dose delivery that have a significant chance of
really having sone inplications for outcome, clinical outcone
in terms of the treatnent.

The way we proceed is one has to |ook at the
entire course of therapy and that a 20 percent or 30 percent
error in a single fraction, provided it's caught in tinme and
adj usted or conpensated for by adjusting the prescription for
subsequent treatnents, be they other brachytherapy procedures
or LI NAC-based external beam therapy, there may not be a
patient injury, so it was an attenpt to conme up with sort of a
nore realistic definition that would try and capture those
events where there is sort of a serious interest or need to
i nvol ve the patient and perhaps have regul atory agencies
oversee that that has been done.

So yes, that was the intent was to sort of
include all relevant therapy in the determ nation of whether
the event is a m sadm nistration.

CHAI RMAN SI EGEL: Just in addition to that, |
think as we work through this later this norning, we should
continue to try to focus on the issue of what events the NRC

needs to be aware of because they wish to evaluate systematic
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probl ens out there in the world as technical problens and try
to figure out ways to help the comunity do a better job
versus what events the NRC needs to deal with in its perceived
responsibility to make sure patients are being adequately
protected and then result in the sort of crimnal outcone
events that sonetinmes are associated with m sadm nistrations.
We' ve tal ked before about the disconnect between that need to
know, and which we all conpletely agree with, and the fact
that sonetimes there's punitive outcomes that sinply don't
make any sense given the fact that there's been no injury

i nvol ved. So we should keep that in m nd.

Anot her sort of general coment because |'m
heari ng sonmething both from Jeff and from Doctor Brezovich
that | want us as a committee to keep in mnd as we talk
specifics. One is to what extent we want to go along with
recommendi ng that the role of the nedical physicist as part of
the team be codified. Do we want to protect nedical
physi ci sts' jobs per se by way of NRC regul ati ons? That may
be good. It may not be. But | think in general this
commttee, at |east over the |ast several years, has been
urging the NRC to back off from protecting the roles of
certain nedical specialists by way of regulations and letting
the market place do a better job of filtering that out by
itself and letting professional standards work out it. |

think we want to keep that in mnd as we talk about the
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medi cal physicist role.

| was even a little bit nmore troubled by the
staffing issue and I was curious to know. If you push
staffing as part of a federal regulation, there's two things
t hat can happen. ©One is you can get the staff. The other is
you can just drop the brachytherapy program as you | ook at it
and say, CGee, in order to do this it's going to cost too nuch.
Let's just forget it and we won't offer the service.

So medicine is re-engineering right now far |ater
than occurred in nost of the rest of corporate Anerica. |If we
get too nuch federal regulation while re-engineering i s going
on, we may find ourselves out of work and not necessarily
better staffed.

Doct or Wagner.

MEMBER WAGNER: | just wanted to comrend |van and
Jeff for some excellent comments this norning and 1'd like to
request Jeff, could you possibly get at |east me a copy of
your slides, please?

CHAI RMAN SIEGEL: Did you bring paper copy with
you?

DR. W LLI AMSON: Yes, | brought a paper copy.

CHAI RMAN SI EGEL: Maybe we can get those xeroxed.
If you give themto Torre, we can get copies made sonetine
| ater for distribution.

Judy, do you have a coment?
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MEMBER STI TT: Yes, | did. This is Judith Stitt.

It's a response to the |last comment that you made. Doctor

Wl lianmson and | are both part of Task Force 56, the

brachyt herapy code of practice and, in fact, the introduction
to 56 has a | arge section that deals with staffing and sort of
t he pluses and the mnuses. | don't think this needs to be
sonething that's regul ated through the federal governnents.
The hospitals, their admnistration and the clinical practice
groups are making sone very straightforward comments about
what you need to consider if you're trying to devel op and

mai ntain a program

CHAl RMAN SIEGEL: And that's fine. Once it
becomes part of a federal regulation though, then you' ve got
sonet hing that constrains you because the federal regul ations
can not evolve as rapidly as we re-engi neer and figure out
nore clever ways to solve the problemw th fewer resources.

MEMBER STITT: That's what | was trying to say.

CHAI RMVAN SI EGEL.: Good.

John, you want to conmment on that?

MEMBER GRAHAM  One brief comment. Back to sone
of the earlier remarks that even alluded to HVO devel opnent
and re-engineering and health care and the potential negative
I npact that that has. There's sinply in all of the managenent
literature and nost of the overall tracking of quality of care

and nortality and norbidity data is not an indication that as
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we beconme nore efficient, as we identify ways to maxim ze the
use of those trained staff, that patient care is being
damaged. If anything, it would appear to be a corollary that
the quality of care goes up as the cost cones down and as we
work together in a teamto identify that best patient care.

So the whol e concept of trying to regulate at a
federal level staffing requirements in a field that is
changing as rapidly as this one just doesn't seemto be
consistent with the way that medicine in the United States has
devel oped and in a systemwhere | think the rest of the world
still recognizes that it is the best in the world.

CHAI RMAN SI EGEL.: Good.

Doctor Brezovich, you had a comrent?

DR. BREZOVICH: Yes. | just wanted to coment on
your comrents and concern naybe that the physicists are trying
to protect their turf. Well, there's always this possibility
when you request certain standards but | do want to point out
that NRC at the present tine is requiring the authorized user
to nmeet certain standards. So you could say we already are
protecting the turf, nanely the radiation oncol ogi st.

In that regard, | want to point out the chain is
as strong as its weakest link. So what good does it do to
have the nobst accurate dose prescription if we can't deliver,
if the patient won't benefit fromit? |If you consider the

possibility of sonewhat |owering the standards, at | east
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easing up on them for financial reasons which | totally
agree, then | think we should use the material which we have
to make the chain, to make each |ink of equal strength. So if
you | ower the standards on the physicist, naybe we should al so
not be quite as stringent on the radiation oncol ogi st and

t hereby get the best possible outconme for the given anpunt of
nmoney.

In that regard, | want to point out that | think
in Sweden -- | have not yet fully researched it-- the ganm
knife in Sweden | think is used by neurosurgeon w thout the
benefit of radiation oncology, so that would be down your
l'ine.

CHAI RMAN SI EGEL: Jeff.

DR. WLLIAMSON: | would like to make a comment,

t oo, about the suggestion that there's an issue of self
interest. O course there is, but I would like to point out,
we did not invite NRC to conme in and regulate quality of

radi ati on therapy delivery. That's their sort of announced
goal. I sinmply want to support what Doctor Brezovich says.

You can't make a sail boat without a sail. Technologically
sophi sticated therapy involving stereotactic radiation and HDR
t herapy sinply goes beyond the | evel of technical expertise
shared by radiation therapists and technol ogi sts and radi ati on
oncol ogist in this kind of therapy. |If it is either going to

be done safely, basically, it's sort of a critical and
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essential role of the nmedical physicist, so you can't have
quality therapy, | think, at least in this domain, wthout
sonme invol vement of the physicist.

CHAI RMAN SI EGEL: Jeff, you don't have to
convince nme. | conpletely agree with you and I'monly
reflecting on nmy own experience related to the way
credentialing is done for physicians and the notion that
sinply codifying it in the federal regulations is just a nice
confortable way to do it and it'll protect the jobs and it'l]|
make sure everything is okay isn't necessarily the only way to
get where you want to be.

| think if the radiation oncol ogi st and the
medi cal physicists of the world agreed that this sinmply had to
be a teameffort and that that was the right way to do it --
and | suspect the people around the table pretty nmuch agree
with that -- then there may not be a need for it to be rigidly
defined in federal regulations that this is the only way to
skin the cat and | just want us to keep that in mnd as we
wor k through the questions.

Trish.

DR. HOLAHAN: Well, I'mgoing to try and talk
while I"'mflipping slides. JimSmth -- | don't know if you
all know him -- is going to be helping ne, as well.

A couple of comments that | would like to follow
up on based on comments that both Doctors Brezovich and
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Wl lianmson made is that the use of industry standards is
sonething that we're very interested in and we addressed this
at the last neeting is that we are trying to determ ne the
avai lability of industry standards that do exist. | know the
AAPM ACR and ASTRO all do have a nunber of different
documents out currently.

Some of the other issues include the role of the medical
physicist and things |like that. W're going to sort of walk
t hrough some of these.

One other point | would like to make is that in
the issues paper and as |I'mtal king there nay be sone
di scussi on of the policy and guidance directive for licensing
of rempte afterload | oaders as having requirenents in it.
They are not requirenments as regul ations but through the
| i censing process there are things that |icense applicants are
bei ng asked to commt to and so when | use the term
requi rements, | don't nean in terns of a regulation and | just
wanted to make sure | clarified that in case | did use that
term But it's nore a recommendation and |icensees can
propose an alternative to what's in the gui dance.
The way that |1've outlined this is |I've broken

t he paper down into three different topics. One that applies
to all brachytherapy, then the next topic is renote
af t erl oadi ng brachyt herapy specifically and the third topic is

manual brachytherapy. Now the only issue that | have
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specifically under manual brachytherapy is prostate inplants
and | think Doctor Flynn will address that nore and I'1l hold
t hose questions back until perhaps his discussion. |[|'ve

al ready tal ked with him about that.

(SlI'i de change)

DR. HOLAHAN: Because of the nunmber of issues,
we're going to try and do this with two projectors. | hope
that | don't get too confusing.

The first issue, and we discussed this briefly
again | ast Novenber, is the use of sources for brachytherapy.
Currently there is very specific listings in 35-400 for
specific isotopes for how they may be used and the formin
whi ch they may be used. What NRC has proposed doing is
del eting the specific listing and making it a nore general
requi renment because, in addition to having these requirenents
in the regulation, all sources nust have a seal ed source and
device review and, therefore, the particular use is listed in
the source certification sheet.

So NRC is considering renoving the listing and
addi ng basically a general requirenent that states either
there nust be a certificate of registration issued by NRC or
an agrenent state and be manufactured and distributed pursuant
to Part 32 regul ations for manufacture and distribution of
sources. The question is -- again, | recognize this was

di scussed earlier at the last neeting
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-- is should NRC pursue this appraoch in terns of the listing
of sources for brachytherapy uses?

CHAI RMAN SI EGEL: Can | ask a question, sonething
that struck me as | was reading the docunent. When a
certificate of registration is issued, does that certificate
i ndicate the specific use of the source?

MEMBER STITT: Yes, it does. It indicates
interstitial, intralumnal. |t does specify the specific use.
That's basically what the testing is done for.

CHAI RMAN SI EGEL: So the restriction to use a
particul ar source for a particular application would be by way
of its labeling rather than by way of Part 35.

MEMBER STITT: Correct. It would be whatever is
listed in the source certification. Currently nowif a
manuf acturer goes in and requests a change to their source
certification sheet for an additional use, a licensee would
then have to cone in and ask for an exenmption to 35-400 if
it's not stated in that or it would require a change in the
regul ations.

CHAl RMAN SI EGEL: Okay. So the process would
become nore efficient by doing that. A manufacturer can
change the package | abel, if you will, the package insert for
a source -- I'"'mthinking in FDA term nol ogy right now
-- without you having to change the | anguage in Part 35 to

allow licensees to be able to do that. They wouldn't need



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

53

i censing anendnents and you woul dn't have to change Part 35.
But the restriction to not use a source for an off-Iabel
I ndication would still be there. |Is that correct?

MEMBER STITT: Yes. They could not use it for a
use that is not specified.

CHAI RMAN SIEGEL: Since | don't practice
brachyt herapy, | just want to make sure. Judy and Dan, is
that the way it ought to be?

MEMBER FLYNN: | believe so. | don't think you

shoul d use a strontium applicator for skin cancer as was done

in Pennsylvania. | think that's reasonable.
MEMBER STITT: | think it makes the clinician's
life easier. | think it makes your |ife easier and, as an

institution who would be reviewi ng the sources and their uses,
you would try to make it as broad as -- you m ght be using
sonething for interstitial and m ght |ater want to be using it
for intralum nal and as long as that's a reasonabl e
indication, it's how you' d prepare the paperwork for you. |
think it makes a | ot of sense. It sinplifies many things. So
my answer to one and two was yes and yes.

CHAl RMAN SI EGEL: But if the source is only
certified for interstitial and you want to use it for
intralumnal, then you still won't be able to do it unless you
do a license anendnment or unless the manufacturer does the

paperwork for you. MWhat |I'm concerned about is the potenti al
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for an orphan application of a source that you want to do in a
relative hurry because you've got a patient and you see a
perceived need. You don't have tine to file a |license
amendnment and you can't recruit a manufacturer to get the
source recertified for that purpose for you. It doesn't neke
any difference what | do for a |living whether or not you have
the same flexibility with sources that | have with drugs, and
t hat you have with drugs, but I'mjust wondering whether the
practice warrants, practice needs warrant that |evel of
flexibility.

MEMBER STITT: Let nme ask Jeff. |Is that a highly
unli kely circunstance? Qur sources are a little different

t han yours are obviously.

DR. WLLIAMSON: Yes. | think our categories of
use are very general. | mean interstitial covers a vast range
of procedures. | guess | would like to ask. Under the

current procedure, if we contenplate a use, for exanple,
that's not listed in the original device registration -- say,
for exanple, sone cesiumtube the vendor forgot to say, you
can do quality assurance with it or you can do ani nal
experiments with it -- and we wanted to do that. Could we do
t hat under the current process and would the new process make
it any easier if we can't?

DR. HOLAHAN: Well, first of all, you're at a

broad scope facility and so you have a certain anobunt nore
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flexibility than a specific licensee. Now, in terns of the
Part 35, that's only for human use. So if you're |ooking for
non- human use --

MR. CAMPER: Let ne add to that. Currently, a
i censee or a manufacturer can seek approval of a source for
sone purpose other than which it is currently registered.
There's criteria in Part 32 that has to be nmet. |If the
| i censee can satisfy that criteria, they can pursue the
approval process currently. Interestingly enough, the reason
why we want to change the | anguage is there is a perception
that the NRC is the entity that's being restricted in ternms of
denying the capacity to use these devices for other purposes
t han, say, for exanple, interstitial or what have you for a
particul ar source. |In fact, as Barry has pointed out, it's
what the source cert says.

So we believe it's nore clear to the industry
from our perspective as regulators, you may use the device for
what ever purpose has been approved and it's irrespective of
whet her it was obtained by a manufacturer or by a |icensee who
subm tted the appropriate material to satisfy the requirenents
of Part 32. Interestingly enough, over the past few years,
we' ve had a few requests that have cone in fromlicensees to
use certain things and in al nost every case in our
deli berations with them we found that they were unable to get

t he manufacturer to pursue the adjustnent. | don't know if
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that's just purely cost consideration, volunme or what have
you, and it poses a problemfor them But yes, a channel does
exi st .

DR. WLLIAMSON: | think this is reducing a two
step process, revision of the device registration, plus a
i cense amendnent on the part of the user to a one step
process, mainly the revision of the device registration, and
that's not changi ng.

CHAI RMAN SIEGEL: And I'mstill asking one nore
time, | just want to make sure we're clear. Does this
commttee think it should be a no step process, nanely that an
unapproved use of a registered device should be sonething that
aut hori zed users and nmedi cal physicists should be able to do
on their own recogni zance? |'mnot saying that | want that.
|"mjust wanting to nmake sure we've addressed the question.
Dan and Judy.

MEMBER FLYNN: | think you can keep it broad.
Interstitial in some sources could be interstitial and
i ntral um nal

CHAI RMAN SI EGEL: Right, they could be but they
only will be if the manufacturer took the tinme to register
them that way. Registering, | presune you would require sone
data for registering a source for a purpose. You just don't
do it because you wite the words down. And that neans that

t he manufacturer has to spend the noney to register the source
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and there's always the risk that there would be some orphan
application for a source that a manufacturer will say, the
market is too small for nme to expend the effort to get that
docunentation into the NRC, therefore, I'msinply going to

| eave it out of the |l abel and that nmeans that you won't be
able to use that source for that purpose unless you gather the
data and you file a license anendnment. And it's okay if it's
a non-issue or if it's not going to conme up.

| can tell you, if that were the way drugs were
handl ed, it would be a disaster and the FDA, at |east until
very recently, has quite clearly recognized that the package
insert does not Iimt the physician's ability to use a drug
for a purpose that isn't in that insert. And the only
question |I'masking is whether that's appropriate in this
practice, whether sources should be linmted to interstitial,
intercavitary, intralum nal, pick your term or whether you
want it broader than that.

MEMBER NELP: Do you practice that way? Do you
sort of have inpronptu revisions of treatnment plans where you
think, in this case, | would use this source for this because
it mght be nore beneficial in this particular case?

MEMBER STITT: The run of the m Il brachytherapy
is really quite straightforward as to which source you're
usi ng and what application and it has a lot do with how the

sources are made, whether they're small and thin, can be used



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

58

for interstitial, or bigger and bul ki er and have to be used
for intercavitary.

The physicists are over there junping up and down
and | can see them

MEMBER NELP: We in the nuclear medicine end,

li ke Barry said, we can take a drug that we do tunor imaging
with, it's not approved for that but it may be useful for
that. W found that out and we just go ahead and use it, but
apparently it doesn't seemto be a problemin your practice
domai n.

MEMBER STITT: Certainly for the bul k, probably
90 sonet hing percent or even nore of what clinicians would
want to do, there's a pretty well recognized use of a
particul ar source. As | said, it has a lot to do with its
energy, how it decays and the physical formthat you can get
it in. OQur practice for isotope work is different than
nucl ear nedi ci ne.

MEMBER FLYNN: | think the drug work is another
good exanpl e because we're tal king about a very small nunber
of radioactive isotopes that we're using for a very snmal
number of uses with a nunmber of manufacturers you could
probably count on one hand. | nmean | don't think the
manuf acturer is going to neglect to put that information.
You're tal king about a very few suppliers of these isotopes.

CHAI RMAN SIEGEL: It's no skin off ny back
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| van.

DR. BREZOVICH:. | certainly agree with Doctor
Si egel's concerns, nanely, you could have a need for an orphan
application. By the tine you get through any kind of a
regul atory process, the patient has no | onger benefitted from
the treatnent. Maybe we shoul d nake an exception which says
i n individual cases any source can be used for any use, maybe
after consultation with a physicist. The reason why | think
the physicist may cone in, | know it may sound again as turf
protection, but | think there's a legitimte concern if you
have, for exanple, an iodine source and those are encapsul ated
in very fragile capsules so if that is being interstitial in a
way that it bursts open and the iodine is a thyroid seeker,
you could really have major damage. But | still that an
i ndi vi dual case should be allowed to do it. WMaybe after
you've done it, you should sinply report to the NRC what you
have done and if you want to do it routinely, you should then
get the anmendnent.

CHAI RMAN SI EGEL.: Larry.

MR. CAMPER: Let ne point out that the Part 32
criteria -- | don't have a copy of Part 32 in front of ne
unfortunately, but it focuses upon, not so nmuch what the
clinician wants to use the source for, that's al nost
secondary, if you will. It does nore to do with the design of

t he source. For exanple, if the source is on sone type of rod
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that will be bent to place the source, it has to do with the
tensile strength of that particular applicator. It has to do
with the dosinetry of the source in a specific body part or a
speci fic mechani sm such as interstitial. But clinical utility
is al nost secondary in that process. |It's really about the
source itself.

CHAI RVAN SI EGEL: Jeff.

DR. WLLIAMSON: | just would like to give you an
exampl e of where our institution got in trouble with the
exi sting regulation or had a problem W were forced to trash
$60, 000 worth of cesium 137 after |oading Heyman capsul es
because the vendor wote in the device registration that they
could only be used in the Mcrosel ectron LDR Renote
Afterl oading System There was no technical or safety reason
why those sources couldn't have been used for manua
afterl oading after we abandoned the use of those devices.
They were unwilling to cooperate in changing that device
regi stration.

CHAI RVAN SI EGEL: Jeff, could you have gotten a
| i cense amendnment to allow you to use those sources for
anot her purpose? Did we explore that?

DR. W LLIAMSON: We were granted authority to use
them only as an energency neasure if the renote afterl oader
broke and we needed themto conplete the treatment of the

patient, but ny understanding was that we were kind of barking
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up the wwong tree with the anmendnent process. W needed the
device registration revised.

CHAl RMAN SI EGEL: Bob and Denni s.

MEMBER QUI LLEN: Bob Quillen. 1'd just like to
agree with what Larry said about the device registration.
It's about the safety of the device, manufacturing of the
device. |It's not really about the use of the device.

MR. CAMPER: Yes. |If you look just for a nonent,
bear with ne. | know regul ations can be boring to listen to
as well as to read, but nmaybe it's sone value to us all.
32.210 is the part and it basically, for exanple, says "The
request for review of a sealed source or a device nust include
sufficient information about the design, manufacturer,
prototype testing, quality control program |I|abeling, proposed
uses and |l eak testing and for a device, the request nust also
i nclude sufficient information about installation, service and
mai nt enance, operating and safety instructions, and its
potential hazards to provide reasonabl e assurance that the
radi ati on safety properties of the device are adequate of
protect public health and safety.”

MEMBER NELP: It does say proposed use.

MEMBER QUI LLEN: Yes, but that's really secondary
to the review of these sources. W' ve done those kinds of
reviews and the use is just sort of a secondary issue.

CHAI RMAN SI EGEL: VWhat role does FDA have in this
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process? Do they evaluate clinical uses of the sources?

DR. HOLAHAN: | don't know. Larry, can you
answer that?

MR. CAMPER: It's going to undergo a device
approval by the FDA but there again, the FDA focus is not so
much about clinical use as it is about the device and how it
I' s manuf act ur ed.

CHAI RMAN SI EGEL: Denni s.

MEMBER SWANSON: | guess the argunents |I'm
heari ng woul d seemto support the concept of not limting it
to the registration provided -- I'mgetting some m xed
messages. Does the NRC | ook at uses? You're saying they
don't but is there the risk that they will limt it to the
specific uses in the registration? Then I think you're |osing
the flexibility to practice nmedicine again.

MR. CAMPER: Well, currently that's what happens
for these specific sources for these specific purposes and
there's a historical basis because those are the sources that
have been approved for those uses, of course.

MEMBER SWANSON: | understand that.

MR. CAMPER: What we would do is we would have
| anguage, as Trish is pointing out, that you nmay use a device
for which a registration certificate has been filed for the
pur poses authorized by that registration. It would not allow

use of that source or device for sonmething that had not
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under gone revi ew and approval .

CHAI RMAN SI EGEL: but I'm hearing a different consensus
than you are fromthe radi ation oncol ogists at the table who
are saying they can live with this |language. And I'm
concerned that it m ght be going abridged too far to make it
wi de open. So, we need closure on this one.

MEMBER SWANSON: The point, | guess, | was trying
to make, | just heard that you | ost $60, 000 odd because
basically you couldn't use this device because of restrictions
in the product registration. Am1 correct? And that's not a
concern to anybody else? | would think it would be a concern.

CHAI RVAN SI EGEL: Dan, Judy, Bob?

MEMBER QUI LLEN: One of the issues here is what
the manufacturer wants this source to be used and how it wants
the source to be used. And in sone cases they want to limt
their liability for the use of the source.

MEMBER STITT: Yes, | nean |'m sort of caught
here because |I'm thinking of generic cesium generic radium
tubes, generic iridium and then you' ve given a very good
exampl e of what you got caught in, and I think what you caught
Inis just exactly what you're referring to, Bob.

So, if you have cesiumtubes and it states that
you can use these cesiumtubes for intercavitary or
interlumna work, the way | understand what we're discussing

here is that the NRC can't tell nme which |um na or which
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cavity those are restricted to. And so as we're discussing
this | don't have a problem yet your specific is a very good
exampl e of how you could get caught. But | think that cones
back to the manufacturer and their protection of thensel ves.

DR. W LLIAMSON: Yes, | just wanted to point out
that sonetimes the restrictions on use are nore restrictive
than just these very general categories of inplant.

CHAI RMAN SI EGEL: But then | guess rather than
mess with this approach, it's better to have professional
societies talk to the manufacturers and say, "Try to nake your
| anguage a little bit less restrictive insofar as liability
i ssues allow you to do so."

Ckay.

MEMBER FLYNN: There should be a way to renove
t he manufacturer's liability if you're going to use the
device. They used this radioactive source outside the
manuf acturer's device in another device or in another instance
where they may not be the sane.

CHAI RVMAN SI EGEL: We have mmj or changes in tort
| aw necessary before we can renove liability just as easily as
that. And Congress is working on it, but they're not there
yet .

OCkay. So | think the answer is, a consensus is
yes, which is where we started. But | wanted to nake sure we

at | east explored that issue and had aired it.
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Cont i nue.

DR. HOLAHAN: Ckay. Well, that was the sinple

I ssue

MEMBER STITT: Yes, that's what worries ne.

DR. HOLAHAN: The next issue under this first
topic is training and experience. And first of all, and we've

sort of heard sonme very el egant introductions over here, in
terms of currently the only requirenents for physicist's
training within NRC regul ations and Part 35 is for a
tel et herapy physicist. And these training and experience
requirements basically did cone in as followi ng the Riverside
i ncident. They were incorporated into the regul ations. And
there are two pathways is the -- currently it's the Anerican
Board of Radiology's certification. | do appreciate what was
said earlier about the American Board of Medical Physics. But
what is in the current regulations is ABR certification, but
there is also an alternate pathway which includes clinical
experience as a tel etherapy physicist.

Now, in the policy and gui dance directive for
i censing of rempte after | oaders, there is indications in
there that the |icensing nmust provide the nanme of an
aut hori zed medi cal physicist using the same qualifications or
referring to the qualifications in 35.961, which does not have
any specific training in remote, after |oad or brachytherapy.

So, the question | guess to be posed is, first of
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all, should NRC create a separate category of brachytherapy
physi ci sts or should NRC consi der deleting the tel etherapy

physi ci sts and maki ng a general nmedical physicist category,
and then have specific training and experience requirenments
under a broader category of nedical physicists? So, if we

deal with that question first and --

CHAI RMAN SI EGEL: Yes, let nme just address one
part of that and wonder whether you would at |east for a
transition period under all the teletherapy units have gone
away want to do sonething |like you've done with radi onuclide
t herapy where you have 35.930 that's all enconpassing, but
then you al so have cancer of thyroid carcinom al one and
hypert hyroi di sm al one. And |I' m wonderi ng whet her you ni ght
want to aimtowards a broad nedi cal physicists category but
still allow a teletherapy or a brachytherapy only while people
have nore restricted practices at the present tinme?

DR. HOLAHAN: Now, would that cone in to say nore
in terns of the actual criteria under the or category as to
what woul d be acceptable alternate criteria to board
certification.

CHAI RVAN S| EGEL: I think so.

DR. HOLAHAN: And |'m assunm ng here that board
certification would enconpass tel etherapy and brachyt herapy.

CHAl RMAN SIEGEL: Right. Just as it does with--

DR. HOLAHAN: Correct nme if |I'mwong, please.
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CHAlI RMAN S| EGEL: Just as it does with 35.930 and

32 and 34 ABNM certification captures the whole thing, but you
drop to the or category if you want to do just Graves di sease
or you want to do just thyroid carcinoma. So, | mean, | think
I would recomend that you not drop out the subcategories yet
is nmy sense, but I'"'malso willing to hear what other people
vote or think, obviously.

Judy?

MEMBER NELP: Does this describe a brachytherapy
physicist as well as a tel etherapy physicist if you just
change the title?

DR. HOLAHAN: Well, except here in the alternate
criteria it requires specific clinical experience with
tel et herapy physics.

MEMBER NELP: It could be tel etherapy and/or --
change a few words if that's close to what the physics people
perceive thenselves to be. Just add tel etherapy and/or

brachyt herapy and continue with that definition.

MEMBER STITT: Well, I've got sone biased
opinions on this matter. | thought it was a very sinple
issue. | just had a single word as far as ny response.

The NRC created the tel etherapy physicist and the
question is should they create a brachytherapy physicist?
There is no such thing as a tel etherapy physicist. You're a

medi cal physicist or you' re not and so ny answer is no, they
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shoul d not create a specific category.

There is a broad category of medical physicist.
There's no such thing as a tel etherapy radi ati on oncol ogi st
except possibly -- well, actually that doesn't even exist in
regul atory | anguage.

So, |I'"'mjust saying that we have professional
credentials or standards, they're very specific, and I won't
speak for the AAAPM but | know that there's sone heated
di scussi on by the physics community in this regard.

DR. HOLAHAN: | guess | just wanted to address
that if | could quickly. I think the broader question is, is
rather than creating a category of medical physicists should
NRC have training and experience criteria for a nedical
physicist? | think rather than trying to tal k about creating
a new section --

MEMBER STITT: Well, and that's why | brought
them up as separate because it does tal k about a tel etherapy
physicist, and that's an NRC phonomania, that is not a --
that's where that phrase has cone from So training and
experience is one issue, and | think we have to be very
careful about making up these artificial sort of categories
that don't exist for physicists or for radiation oncol ogists
or di agnostic equival ents.

MEMBER FLYNN: In nost of the small programs, not

the big progranms |ike Mllinckrodt, but in the small prograns
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t he physicist has teletherapy duties and brachyt herapy duties.
So, | agree. | nean, | don't see how you can break it out
separately.

Maybe |'m bias in thinking of that person as a
radi ati on oncol ogy physicist as distinct from let's say,
sonmeone from nucl ear -- whose trained in nuclear nedicine
physicists and has a lot of training and experience in nuclear
medi ci ne physics and nmaybe thrown or cast into the role of
being a radi ation oncol ogy physicist for whatever reason and
not having the experience in brachytherapy physics and
tel et herapy physics, and that's ny only concern. | think of
it in terms of a radiation oncology physicist. Wuld you
agree with that or not?

CHAI RMAN SI EGEL: Let's see, Jeff?

DR. W LLIAMSON: Yes, | would agree with the
concept of a radiation oncol ogy physicist as opposed to
specialized tel etherapy and brachytherapy physicist. | nean, |
just would -- I'd like to underscore a point of Dr
Brezovich's, and that's that we're not |ike factory workers
that are trained to do one task repetitively. One of our
major roles in the clinical practice is to be able to respond
to the novel and the unexpected, and as a result we have, you
know, graduate |evel education and credentialing process very
simlar to that of physicians in order to sort of build up

t hat base of scientific expertise and judgnent to do that.
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So, | think that no nore than you require an authorized user
to have specific clinical training in HDR, | woul d suggest

t hat you not inpose additional requirements on the physicist
beyond board certification, specifically in radiation oncol ogy
physics as Dr. Flynn has suggest ed.

CHAI RVAN SI EGEL: But board certification alone
won't do the job froma regul atory point of view because not
everybody chooses to becone board certified and the Federal
Governnment cannot require that that's the only way you can get
these credentials, because otherwise it's restraint of trade.

MEMBER NELP: Well, that's you do what you've
done there.

CHAI RMAN SI EGEL: No, but Jeff seened to inply
that was the only route.

DR. WLLIAMSON: Can | clarify. No, |I'm not
opposi ng that you have a Part B. | think it's sort of
reasonabl e, just as you do for physicians, radiation
aut hori zed users and you now do for teletherapy physicists to
basically reiterate sone alternative credentials which are
very simlar, | should think, to the eligibility criteria for
sitting for the boards. |It's basically very simlar to that.
It says you should have a naster's degree or Ph.D. in an
appropri ate area and X nunber of years of experience working
under such-and-so dependi ng upon the | evel of your degree.

CHAI RMAN SI EGEL: Ckay.
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| van?

DR. BREZOVICH. | do want to bring out sone
concerns about Part B, nanely there are now progranms where you
can get a master's programin physics very easily because
that's the way to attract students. | nean, physics prograns
are badly hurting for students and therefore what they do is
they I ower the standards to whatever it takes to get their
classes full. There's no generally recognized credentials for
sonebody to be called a master's. If three physicists get
together or two, they can start a master's programwth
students, and they'll go down, down, down until you get the
students.

So, while in the medical doctor, the requirenent
of a nedical doctor there's at |east sonme kind of a general
consensus that a nedical school has to nmeet certain criteria.

So Part B now, it m ght be regul atory not
possible to elimnate it totally, but nmaybe we can add that it
must happen at an accredited schools, otherwi se it becones
meani ngl ess.

CHAI RMAN SI EGEL: That probably also is restraint
of trade, too, ny guess. You can use those kinds of
approaches to get deenmed status and thereby bypass some of the
regul atory requirenents, but it's not clear that you can
excl ude people who don't neet those various tests from

participating in the process.
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You can go to nedical school in Grenada and you

can junp through sone hoops and get to practice in the United

States even though you went to an accredited nedical school.

So there are ways to achi eve these thi

|"mnot sure that it would

do t hat.

ngs.

be easy for the NRC to

DR. HOLAHAN: The other point in the alternate is

that it does also require a full year

of full tinme training in

the specific field and al so under supervision.

CHAI RMAN SI EGEL: Ri ght.

DR. HOLAHAN: So there is sonme aspect that you do

have to have sone experience in the --

CHAlI RMAN S| EGEL: Bob and t hen John.

MEMBER QUI LLEN: MWy comment falls under your

conment you just nmade about training i

n the specific field.

And | don't see this in the alternative, and I'I|l give you an

exanple. In our state we have no tel etherapy units left, but

we do have HDR and we have gamma knife. And if you wanted to

be a gamm knife physicist, you could

physi ci st under this criteria wthout

becone a gamma knife

ever have seen one

because you were in an institution where they didn't have one,

you got all the other kinds of training, let's say, but you

had no experience in that.

So one of my concerns is that you're talking

about this alternative approach here,

you need to clearly say
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t hat you have applicabl e training.

DR. HOLAHAN: Well, that ties into nmy second
guestion that says what is an acceptable alternate criteria to
t he board certification process?

MEMBER NELP: Well, what's wong with what you
have up there now if you just changed the title training for
radi ati on oncol ogy physici st and whenever you say teletherapy,
just change it to that and you'd have a very conplete
definition?

CHAI RVAN SI EGEL: Well, the problemis what Bob
j ust point out.

MEMBER NELP: You'd have the or.

CHAI RMAN SIEGEL: In the case of A the assunption
is is that the American Board of Radiology will have nmade
assurances to the NRC that it's training prograns include
training in teletherapy, in this case which will be |inear
accel erators rather than with cobalt units, brachytherapy,
gamma knife and all the other things that come into play. The
problemw th B, though, is that if you just change B to
radi ati on oncol ogy physicist it's conceivable that someone
coul d have been trained only in the use of the gamma knife
during a year and have had no traini ng whatsoever in
brachyt her apy.

MEMBER NELP: That doesn't depict the integrity

of the field of medicine. You' re not going to hire someone or
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you're not going -- this person also has to have training and
experience. | nmean, the NRC can't expect to cover every
consi derabl e or every conceivable situation in a broad
sweeping term | mean, the integrity of the field is, you
know, is responsible for what goes on, not the NRC

DR. HOLAHAN: We do get requests, though, from
peopl e that do not have experience in the field that they
want ed, either for exanple gamm knife or for teletherapy or
even for brachytherapy that have had no brachyt herapy
experience. So we do see that already.

CHAI RVAN SI EGEL: We see that al so.

MEMBER NELP: You say they nmust have
brachyt herapy experience. |If you' d change tel etherapy, you'd
have that in section B, as | see. That's all |I'm saying.

DR. HOLAHAN: So you're agreeing that it shoul d
be the applicable therapy experience for -- okay.

MR. CAMPER: Well, perhaps you could continue
that nodification slightly by putting in sonme additional
qual i fyi ng | anguage where it says a year of full tinme working
experi ence under the supervision of a radiation oncol ogy
physicist at a nmedical institution including the nodalities
requested for approval, or sonething that affect.

CHAI RMAN SI EGEL: That's fine. And that would do

VEMBER NELP: Now i sn't there nore than one board
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that certifies physicists and you're only referring to one
board here. You should put the other board in, | think.

MR. CAMPER. Well, there's a process, though, for
that. | don't recall exactly, because the Anerican Col |l ege of
Medi cal Physicists came to us recently and sought approval, |
think, for tel etherapy physicists and perhaps radi ati on safety
officer. And we had discussed that with the commttee
previously and the commttee, in fact, is the ones who
ultimately approved the request by the board. And then that
certifying body will be added to when we revise the | anguage
in the part. But the process is that if a board for either
physi ci ans or physicists chooses to be added to our
regul ations for recognition, then they go through a process of
submtting a request to us for that; we reviewit, we see if
it appears to nmeet the criteria which has been established
previously in our reviews in extensive interactions over the
years with the Anerican Board of Radiology. And then we
ultimately bring it to this commttee and ask that you endorse
it or not. Then, of course, it becones added to the
regul ations.

So, if there are others that haven't gone through
t hat process yet, they could do so.

CHAI RVAN SI EGEL: Denni s?

MEMBER SWANSON: One qui ck question, how does the

Part B training experience requirements correlate with the
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trai ning experience requirenents of the authorized user
physi ci an? Does it parallel it? It probably should. It can't
be nore?

MR. CAMPER: Well, it is certainly simlar to the
t herapy categories. Obviously, it's substantially nore than
t he di agnostic categories. But, yes, | would say that for the
t herapy uses in 35.600, for exanple, it's very simlar.

| think that the physicians have a little bit
longer. | think it's three years for theirs, but it's very
cl ose.

CHAI RVAN S| EGEL: Lou?

MEMBER WAGNER: 1'd |like to just ask the other
physi ci sts, the therapy physicists over there a question
regarding this. In brachytherapy physics it seens to ne that
t he physicist would have to have specialized training in
brachyt herapy physics. Obviously at sone of the |arger
institutions there's a responsibility that any physicist would
know that if they don't have training, they have to go get the
training. That's quite clear

| think some of the concern is that at sonme of
the smaller places, private practices or other areas that
m ght be doi ng sone kinds of therapy would hire physicists who
m ght not have the training and the physicists m ght not get
t he adequate training. And | think that is what the concern

is, and that's the potential. What are your thoughts on those
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areas if you get outside the larger institutions and
uni versity based institutions?

CHAl RMAN SI EGEL: Jeff?

DR. W LLIAMSON: Well, | think maybe the
suggestion that the alternative experience requirenent
i ncl udes sone exposure to brachytherapy or the nodality, m ght
not be a bad one. One has to be sort of careful. | nean, how
many institutions in this country could one go to have a two
year fellowship in brachytherapy physics? There's probably
maybe four or five, and I, you know, there just aren't
prograns to support a very narrow specialized and extensive
training experience |like --

MEMBER WAGNER: But if that's the case, if that's
the case, is it then appropriate to release physicists that
don't have that training into the area without the specified
training? |Is it adequate in that case or is the fact that we
just have so few a restriction we're going to have to live
with?

| don't think that you' ve asked -- you've
directed yourself at the point. The point is, is would the
physi ci sts be adequately trained w thout that?

DR. W LLI AMSON: Would the physicists be
adequately trained wthout sone direct exposure of sone kind
to brachytherapy |I guess is the question.

MEMBER WAGNER: Ri ght.
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DR. W LLI AMSON: Well, | think it would be kind

of difficult to get through the board certification process
unl ess you had sone exposure to the clinical practice. 1I'd
put it that way. It would be very difficult. | think one
could maybe learn it on one's one.

CHAI RMAN SIEGEL: We're agreeing with you.

So the consensus as | hear it here in answer to
the first question is that what NRC ought to do is not create
a category called brachytherapy physicist and should in fact
del ete the category called tel etherapy physicist and call it
radi ati on oncol ogy physicist, if that's the | anguage we |ike.

MEMBER STITT: | think that's artificial, too. |
t hi nk medi cal physicist is the correct termboth from board
certification and fromtraining. There are certain
subdi vi sions within that, but then you' ve got sonme very
specific things in Part B. And | think that the tel etherapy
ought to be del eted, brachytherapy shouldn't be instituted,
but you can very specific in both Parts A and Parts B and that
shoul d cover both the institutions where you' ve got fol ks that
do not hi ng but brachytherapy physics and institutions where
they're doing diagnostic as well as therapy physics.

MEMBER WAGNER: The only problem | have with
medi cal physicist is that also includes diagnostic physicists.

MEMBER STITT: That's right. And that's a conmon

practice in the comunity hospitals across the country.
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CHAI RMAN SI EGEL: But there's nothing -- you can

be a nmedi cal physicist who does diagnostic physics and still
meet the NRC requirenents to be sonething nore specific. And,
| mean, it doesn't make any difference what's in a nanme. And
does there --

MEMBER NELP: You have to have that |ist of--

CHAI RMAN SIEGEL: |Is there a strong feeling about
whet her the NRC regul ati ons ought to say nedi cal physicist or
di agnostic -- | mean radi ation oncol ogy physicist?

MEMBER NELP: You say nedi cal physicist and he
has to have those criteria, that's fine.

CHAI RVAN SI EGEL: \Whose the one who suggested the
tern? WAs Da the one who suggested?

MEMBER FLYNN: | suggested it originally and Jeff
endorsed it.

MEMBER NELP: And | endorsed it. |[|'mtaking back
nmy endor senment.

MEMBER FLYNN: | w thdraw ny suggestion then.

CHAl RMAN SI EGEL: All right. So call it nedica
physi ci st and then the alternate criteria should include
sufficient |language to make it clear that you've got to have
appl i cabl e experience for what you propose you want to do.

Cont i nue.

DR. HOLAHAN: Ckay. So on the training and

experience issue is currently in section 35.410 there are



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

80

special requirements for radiation safety instructions to
personnel carrying for patients undergoing inplant therapy,
whi ch includes size and appearance of sources, safe handling
and shiel ding, procedures for notification of RSO and
enmergency. In addition to these requirenents is policy and
gui dance directive on licensing of renote after | oads;
specifies training for ancillary nursing personnel carrying
for patients undergoing LDR therapy in patient roons.

And, again, this is sonething that is done
t hrough |icensing guidance. Now, the issue of training of
nurses and things has conme up in the past and we have had
several incidents involving in which the nurses have not
received sufficient training to be able to respond in the case
of a source becom ng di sl odged, you know, how to handl e either
t he source or the patient.

And so | guess the question is, first of all, are
the current requirenments adequate to ensure that all personnel
carrying for patients have received the sufficient training to

m nimze personnel exposures both public and occupational.

CHAI RMAN SI EGEL: | have no opi nion.
MEMBER FLYNN: | have a couple of comments, since
this is an area that |'ve been interested in for |like three

years.
In the big institutions it doesn't seemto be a

problemwi th the nursing personnel because the nursing
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personnel in a big institution see the procedure comonly
perfornmed, become accustomto it and are dealing with
physi ci ans and physicists who are well trained who al so doi ng
it very frequently.

The problem seens to ne to be in the very small
institution when this | ow dose rate inplant patient is by
thenmself with the nursing personnel at night, nights and
weekends, and things happen. And so |I'm concerned that at
|l east in the smaller institutions that one hour of training
per year, or whatever the programis requiring of their
nursi ng personnel for nurses who are on a brachytherapy fl oor,
is not sufficient. And |'ve nurses in small hospitals when
|'"ve gone there to give a talk, you know, what would you do if
the patient had -- a brachytherapy patient on a Saturday night
had severe chest pain, had trouble breathing, a whole series
of problenms. And there was a great deal of hesitancy as to
what to do.

For exanmple, | nmean, if | was to interpret what
you say there, procedures for notification of the RSO in an
energency, that's actually part of Part 35 now. It should be
procedures for notification of the authorized user physician
and the RSO because there have been instances where a problem
has occurred and the nurse has called the radiation safety
of ficer for a medical condition. And waiting for the

radi ati on safety officer to return a phone call when she
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shoul d have called the physician | think is a problem And I
think if that gets into the training of nurses, that they
don't call the physician for a nedical energency or a nedical
probl em and they call the RSO first and then the physician,
have a big problemwth that. So |I think that there needs to
be nore training for the nursing personnel. It doesn't appear
to be necessary in the big institutions, but certainly in the
smal | er ones where there have been problens it -- the nurses
are left by thenselves and | think it's not fair to the
nur si ng personnel who have many, nmany other duties to just
have one hour of training. They could be on vacation during
the tinme of the year that one hour of training was given. So
| think a | ot nmobre has to be done for nursing personnel.

CHAl RMAN SI EGEL: But, Dan, but you're m ssing
t he question, | think. You' re addressing the question of
whet her the training has been provided adequately as opposed
to the question is are the requirenents for training
sufficient. The rule says you've got to train people in these
things, it doesn't give you the option to not train them So
what Trish is really asking is do there need to be nore things
in the list of training. And you' ve suggested one, and you've
suggested it before and we're on record as agreeing with you.
But that's nore of an inplenentation issue than it is a
requi renent issue.

What the content of the training should be. So
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do you think the content of the training is currently
adequately as specified in the regul ati ons?

MEMBER FLYNN: No.

CHAI RMAN SI EGEL: Aside from what you just said,
what el se do you want in that list of things?

MEMBER FLYNN: For one thing, what the radiation
safety instruction should involve personnel exposures. W
have many instances of nurses who are afraid to go into a room
and patients have problens. So for the nurses to understand
t he exposure, exposure rate and other things --

CHAI RVAN SI EGEL: That's addressed el sewhere in
t he regul ations.

DR. HOLAHAN: That's al so addressed in these Part
19 training that they have to provide them

MEMBER FLYNN: And shoul d the nursing personnel
be trained in the procedures they would follow in ternms of
what if a patient has a nedical energency while being a
brachyt herapy patient in the hospital ?

MEMBER NELP: | think that latter is the practice
of medi ci ne between the nursing staff for credentials and her
physicians. And | don't think the NRC wants to get into that
domain at all. | think if you notified instead of the RSO up
there, notified the licensee, that would be the physician in
charge of the case that's ultimtely responsi bl e.

MEMBER FLYNN: | think the NRC should judge what
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If they could require that there be

policies and procedures devel oped by the licensee with the

nursing staff as to addressing a range of nedical energencies

t hat

firs

occur in brachytherapy patients.

CHAI RVAN SI EGEL: Let's see, | think Judy was

t and then Lou.

VEMBER STI TT: You know, | think that the

requi renments are adequate and, you know, they |ook very

suf f

icient. | think what Dan has brought up as an exanple is

not the requirenments per se, the frequency or the clinical

uti |
proc
t hey

you

much.

ity or actually just how often do you go through these

edur es. And he's

're very adept at

right, the places that do a ot of this

it. IF you do one or two a year, and

had an hour of training a while ago, it doesn't count for

But when you just |look at the material that's |isted,

think those requirenments are adequate. It's how it may be

carried out fromone place to the other that nay be the issue

her e.

CHAI RVAN S| EGEL: Lou?

MEMBER WAGNER: Yes, | think I'd |ike to have a
little nore definition of the issues. |In all the cases that
you cite here for exanples where there's a place deficient in

its instruction of the nurses or did they just not have the

i nst

not

ruction at all or

instructing their

was there a violation in ternms of their

nur ses?
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DR. HOLAHAN: There were both cases. And there

were some cases that there was sort of insufficient training,
al t hough they had gone through and shown them For exanple, in
one case they had shown them what a ribbon | ooked |ike, but
they didn't really explain that the seeds were in the ribbon
because they had a dummy ri bbon up on the door, and they had
just -- they taped the ribbon to the patient's abdonen when it
came out of the inplant site.

There are other cases where there have been
temporary nurses brought in from other areas that have not
received the training. So there are both issues.

MEMBER WAGNER: So we got a problem here in that
number one, we don't have to solve the problem because the
institutions didn't abide by the rules in the first place,
that's part of the issue. But now the second issue that
you're pointing out is that although the content of the
instruction appears to be adequate, the effectiveness of the
instruction is inadequate.

DR. HOLAHAN: Correct.

MEMBER WAGNER: So the issue isn't whether or not
we have to expand on the content, the issue is how do you
expand on the effectiveness of the content?

MEMBER NELP: Well, that's done by inspecting the
facility, isn't it, and getting assurance at the tinme that

they have a programthat's appropriate?
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| mean, someone either at the state |level or NRC
goes in, "Ckay, let nme see your programfor training your
nurses. Does it fulfill these criteria?" They have then the
opportunity to make a judgnment that you do or don't have an
adequate training program And that's about it.

MEMBER WAGNER: | usually find that to be
relatively inadequate itself.

MEMBER NELP: Well, it may be, but --

CHAl RMAN SI EGEL: But that's actually not the
right way to inspect it. Increasingly that's not what you al
are doing. Wat you're doing is you' re going and talking to
t he nurses and saying, "Tell nme what you do when the follow ng
happens?"

MEMBER NELP: Well, yes, that's part of the
i nspection.

CHAI RMAN SI EGEL: You don't | ook at the paper
program because you can wite anything in a paper program

MEMBER NELP: OF course.

CHAI RVAN SI EGEL: | think the program
ef fectiveness is being inspected, so I'"'mstill confused here.

We heard that Dan wants to include notify
aut horized user in the event of an enmergency in addition to
RSO. I"'mstill not clear |I'm hearing the answer to what you
t hink should be in there about procedures for dealing with

enmergenci es other than notification, whether that should be
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part of the training or not.

DR. HOLAHAN: | guess nmaybe the other question
I's, is does there need to be sonmething in in terms of what are
t he actual procedures for training the nurses and how is that
information relayed, as | know there's generally specifics for
a specific patient; that often rather than the radiation
safety officer comng back in, is it's just relayed fromthe
head nurse on one shift to the next head nurse, you know, as
t he patient goes through.

And what are the actual procedures in ternms of
t he actual training, and maybe that's another question do we
need sonething in terns of witten policies and procedures?

MEMBER FLYNN: Well, 1've got specific phone
calls about -- and these are specific instances that weren't
reported to NRC because they didn't feel it was a problem
But a patient has chest pain, severe chest pain with a heart
hi story, significant chest pain. They don't call the EKG
technician, they don't draw the blood until waiting for one
hour until the authorized user/physician cones in and takes
the sources out.

Now, many of these patients are elderly and they
have ot her nedical problems. | think you can't be too
prescriptive, | agree, but | think there should witten
policies and procedures on how nedi cal energencies are

addressed for brachytherapy patients to allow for the safety
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of the patient while mnim zing the exposure to the staff and
personnel. And | think we're going to have a

m sadm nistration in the next year or two, we're going to have
a patient who either dies or -- for a nmedical reason, not
because the radiation.

MEMBER STITT: But that's fine, Dan, as |long as
that's not a m sadm nistration. They can die of a heart
attack and we're happy. |It's better than dying of a radiation
i sot ope --

MEMBER NELP: You're inferring that the nursing
staff is frightened or hesitant to go into the patient's room
because the patient is radioactive?

MEMBER FLYNN: That's correct, and al so the EKG -
- once you get the EKG technicians involved and the bl ood
drawers involved, this was an actual case, by the way. And it
wasn't report, but then you get other people involved and the
nur si ng personnel don't have enough training to |let them know
that, you know, that this is allowable in an energency
situation. So what they do is they wait until the sources are
removed fromthat patient.

CHAl RMAN SIEGEL: So wouldn't it be sufficient to
change bull et nunmber four up there to be something |ike
procedures for handling both nmedical and radiation safety
energenci es, including procedures for notification of the

aut hori zed user and the radiation safety officer? Doesn't
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t hat capture the whol e thing.

MEMBER FLYNN: Yes, | don't want to be too
prescriptive, | just want to be able to nake sure it's
covered, that's all.

MEMBER WAGNER: Maybe the additional thing there
is what you're trying to point out is the procedures for the
i mmedi ate care of a patient in the event of a nedica
emer gency?

MEMBER FLYNN: Yes.

MEMBER WAGNER: Because it's the immedi ate care
of the patient that you're concerned about.

MEMBER FLYNN: That's right.

MEMBER GRAHAM  Well, it's the clarification |
think of the source because |I'I|l bet in every one of those
hospitals there were nursing policies and procedures that
clearly delineate the responsibility of a nurse to contact the
attendi ng physician in a nedical energency.

MEMBER NELP: Peri od.

MEMBER GRAHAM  Period. So | don't think we can
regul ate what is a basic elenent of running a hospital and the
I nteraction between that nedical staff and the nursing staff.

CHAI RMAN SIEGEL: Right. And really in this case
remenber what this is addressing. This is radiation safety
instruction and it's designed to teach the people who are

i nvol ved what they need to do to protect thenselves and
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visitors in order to do their job. And so that's the focus
that has to be there. But | think this expansion into the area
of how to deal with a nedical enmergency is a reasonable thing
to incorporate in this. Do you agree?

MEMBER FLYNN: You know, in the case that |
tal ked about the nursing staff called the physician, the
physi ci an ordered an EKG and bl ood work and the nursing staff
woul d not |et the blood drawer nor the EKG technician enter
the room because they weren't controlling personnel.

CHAI RVAN SI EGEL: So we agree? Judy, you agree?
Judi th, you agree?

MEMBER STITT: | have no idea.

CHAI RMAN SI EGEL: Ckay.

CHAI RVAN SI EGEL: Fol ks, we're way behi nd
schedul e here based on the way this | ooks. And we need to
buggy here or we're in deep trouble.

MEMBER STITT: M comment would be that | think
the requirements are properly witten. |f you want to nodify,
| agree with you, they're there for safety of patient,
visitors, public, etcetera. It sounds |like the hospitals are
having a problemw th their inplenmentation of their own
program And you're right, every hospital has sonething about
I nteraction of patients, nursing and the nmedical staff. So I
think we have to e careful not to try to regulate how

institutions are practicing nedicine.
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Yes, | agree with whatever it was you said.

MEMBER NELP: | agree with what you agreed with.

CHAI RMAN SI EGEL: So we think we've reached a
consensus.

MEMBER STI TT: There's a question over here, and
it relates to sonething that's happeni ng tonorrow.

MEMBER SWANSON: One quick coment. |If you go
back to the brachytherapy nmodul e, for exanple, it includes
training for nursing staff that, in fact, there are 27 itens
there and part of those itens are exactly the things you're
di scussi ng.

CHAl RMAN SI EGEL:  Ckay.

MEMBER SWANSON: That's a reg gui de.

DR. HOLAHAN:. Yes, that's gui dance.

MR. CAMPER: Cui dance, right.

CHAI RMAN SI EGEL: Part of the issue here, just to
make sure that all of the commttee understand this, is that
there are things now that get witten into |icenses as part of
the |licensing process that are not clearly spelled out in Part
35. In general the goal of putting new Part 35 out eight years
ago or nine years ago was to get all that licensing stuff into
the regulations and nake it uniform and that's part of what
this discussion is largely about.

OCkay. Why don't we continue with these questions

and then we'll try to take our coffee break.
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MS. TAYLOR: Excuse me. Can you nme a consensus
of the commttee?

CHAI RMAN SI EGEL: The consensus is that the
requirenments in 35.410 are in fact adequate with the
nodi fi cati ons needed, the | anguage needs to address nedical
energencies and it needs to address the need to notify the
aut hori zed user as well as the RSO in the event of an
enmergency. | think that's what we said.

Okay. Next?

DR. HOLAHAN: The next question |I think is sort
of fairly straightforward is -- maybe | shouldn't say that.
Sorry.

CHAI RMAN SI EGEL: | ndeed.

DR. HOLAHAN: Are the current requirenments in

35.410, are they sufficient also then to address | ow dose rate

remote after | oading or do we al so need to include perhaps the

use of a survey neter in there, which is what's currently in
the |icensing guidance?

CHAl RMAN SI EGEL: Lost ne. Where is that
question?

DR. HOLAHAN: M ddl e question. Should the
i censing requirenents for training of ancillary nursing
personnel in the policy and gui dance, which is --

CHAI RVAN SI EGEL: ©Oh, | see.

DR. HOLAHAN: | apol ogize. Does there need to be
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anyt hi ng addi ti onal added for nursing personnel handling
patients with renote after |oaders? 1It's maybe a nore basic
guesti on.

CHAl RMAN SI EGEL: Dan, Judy, Lou, Jeff, Ivan?

MEMBER STI TT: Ask Jeff.

CHAI RMAN SI EGEL: Jeff?

DR. WLLIAMSON: | think basically the
requi rements that you have witten up there could be slightly
generalized. Size and appearance of the sources, you know, and
associ ated treatnment delivery devices, which I think the
i nplication would be they're taught how to do those operations
t hey' re supposed to do.

Regardi ng a survey instrument, | would disagree
that for nost renote after |loading institutions, that's
necessary at all because the handling of emergency procedures
and finding | ost sources and so on is not the responsibility
of the nurses, | think, in nmobst institutions. There are on
call personnel, usually the radiation oncol ogy physicist who
does that and the time scale | think is viewed in the
community as, you know, a half hour to an hour response tinme
I's adequate. So | wouldn't want to put nore restrictive in
t here.

Pul se dose rate would maybe be the only exception
where one woul d have to have nore rigorous technical

requi rements or qualifications.
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DR. HOLAHAN: Ckay. And we're going to address

t hat pul se dose rate separately |ater

CHAI RMAN SI EGEL: Maybe.

DR. HOLAHAN: | hope. WMaybe I'Il junmp -- | nmay

nove t hrough some of these.

the cl ear

right.

CHAI RMAN SIEGEL: So I'mstill not sure |'ve got

answer to this.

MEMBER NELP: Why would we change it?

VMEMBER STI TT: I think no is the answer.

CHAI RMAN SI EGEL: Ckay. No.

Al right. All

DR. HOLAHAN: Ckay. And then the |ast question

on this i ssue was whet her or not NRC needed to consi der

adopting specific training and experience requirenments for

dosi metrists and technol ogi st s,

whi ch are not currently in the

regul ati ons. And | know you address it very briefly at the

begi nni ng, but we've discussed it in the past.

right?

CHAI RMAN SI EGEL: Well, that's a big issue,

mean, that's not a ten second i ssue.

DR. HOLAHAN: Yes. Currently the regulations do

not, and it's always being placed in the responsibility of the

aut hori zed user to ensure that people working under their

supervi si on have received adequate training and experience. |

think the question has cone as brachyt herapy becones nore

evol ved,

the dosimetrists have a | arger

rol e obvi ously working
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with the physicist.

MEMBER NELP: What's the difference between the
dosi netri st and the physicist that we were tal ki ng about ?
Don't the physicists do the dosinetry?

DR. BREZOVICH. | would say the relation between
t he physicist and the dosinetrists is simlar to that of a
physi ci an and a nurse. | nmean, the physicist basically trains
the dosinetrist and tells himin ternms of telling themthe
basi cs of physics, tells himhow to use a conputer to do those
sophi sticated calculations. |If there's any problemw th the
conputer or if they don't know how to do it, they cone back to
t he physici st.

MEMBER NELP: Does the dosinetrist operate under
the supervision of the physicist?

DR. BREZOVICH. That's correct. Absolutely.

MEMBER NELP: And so the physicist is his boss,
so to speak.

DR. BREZOVI CH: Absol utely.

MEMBER NELP: And assunes the responsibility for
his actions?

DR. BREZOVI CH:  Yes.

CHAI RMAN SIEGEL: Yes, | think that it's very
much simlar to the way nucl ear medicine technol ogi sts would
act under the supervision of a nuclear nedicine physician. |

think that we would be wise to say that for right now we're
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not prepared to answer this question until the time we're
ready to discuss major paradigmshifts in how you eval uate
trai ning and experience both for professionals and ancillary
personnel involved in all medical practice.

| think to take this big a junp with a very short
di scussi on would be a m stake. Does the commttee agree?

MEMBER NELP: | agree, yes.

CHAI RMAN SI EGEL: Okay. And therefore we're
going to take a big junp to the little boys and little girls
room and take a break.

(Wher eupon, a recess at 10:16 a.m wuntil 10:27
a.m)

CHAl RMAN SIEGEL: W need to try to reconvene
folks. Can you all take your seats? Okay, we are back on the
record. Are you ready for us at that end of the roon? Good.
We need to cruise.

DR. HOLAHAN:. Ckay, while everybody was out |
went through issues 3 through 7, so | hope you all appreciated
t he di scussion on those. | thought what | would do is | would
put those aside for now and naybe work on sone of the ones
that are a little nore controversial.

CHAI RMAN SIEGEL: | actually have a sense that
some of the time that we've alloted for other things in the
neeting will be nore anple than we need. And if we later in

the nmeeting have to revisit sonme of this, then that's what
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we'l |l do.

DR. HOLAHAN: Ckay.

CHAI RVAN SI EGEL: Because this is inportant stuff
which is why we're discussing it at the length we're
di scussing it.

DR. HOLAHAN: Yes, and it has been very hel pful,
you know, so.

Okay, what 1'd like to do is nove on to sone of
the definitions. And | know at the last neeting we had sone
di scussions that there's some concern with sone of the
definitions that we have as to being either sonewhat awkward
to use or additional information whether it needs to be in
there or not be in there.

This is first of all the definition for witten
directive. And, Jim if you can put up the first question.
First of all for HDR, basically all that's required is the
i sotope treatnent site and total dose. And the issue of
fractionated HDRs has conme up before, do we need to have a
dose per fraction? What additional information should be in
this definition or is it sufficient as it is?

CHAI RVAN SI EGEL: | would defer to the experts.

MEMBER STITT: Dan, you start because I'mstill -
- this bothered me. | mean | don't have --

MEMBER FLYNN: Well, Judith has done about 20 to

100 times nore HDRs than | have, but since she asked ne to
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start. The one that bothers me is the total dose. Is it
easier that we |look at a prescription? Now, sonetines a
prescription can be for one fraction and sonetinmes the patient
will come back because of an inconplete tunor response to the
one fraction to get a subsequent fraction with a second
prescription as opposed to a prescription that says (x) dose
times five twice a week for two and a half weeks. So | don't
know i f one always knows that the total dose is going to be.

DR. HOLAHAN:  Well, | think in ternms of your
first response, | think where NRC s perception has been, that
woul d be two witten directives.

MEMBER FLYNN: Ckay.

DR. HOLAHAN: If you're saying that the patient
goes, has one treatnent and then cones back at a later tine
because of their insufficient response. So it would be the
total dose in terns of that treatnent.

Now, it could also be that you could say five
fractions per total dose of.

MEMBER FLYNN: Just so you know that it's ny
under st andi ng that some of the authorized user radiation calls
your physicians witing their prescriptions. Sonetines they
write themas a per fraction basis and sonetinmes they wite
them as 500 tinmes six, 500 centigray tinmes six. And are you
| ooking at the witten directive then as the 500 tines six as

the total dose for that prescription?
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DR. HOLAHAN: Total 3, 000.

MEMBER FLYNN: As opposed to -- and you will | ook
at it differently if a physician is witing it fraction by
fraction as he decides how far to go or wites it for that one
treatment for that day. He wites a prescription for that day
only.

CHAI RMAN SI EGEL: But maybe you're getting the
cart before the horse. One issue will determ ne how a
m sadnmi ni stration gets defined.

DR. HOLAHAN: Correct.

CHAI RMAN SI EGEL: The other determ nes what's a
practical relevant approach to witing these prescriptions.
And maybe if we could, for the nonent, put aside the inpact on
the definition of a m sadm nistration and rather address
what's practical, how do you want to wite HDR prescriptions.
Do you want to wite a prescription that says the patient is
going to come and be treated three tinmes over the course of
t he next six weeks, and that's ny plan, and have that be
really the directions you're giving to the people who work for
you? O do you want to wite three witten directives and
have a treatnent plan recorded separately in the patient's
medi cal record, but that it doesn't obligate you to NRC
related activities because it was a witten directive? That |
think is really the question or part of the question.

DR. HOLAHAN: Well, yes. And actually that also
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gets into, if you could nmaybe put the next slide up underneath
that one please, Jim as in terns of a treatnment plan is, you
know, talking to many nenbers of the community. They've

i ndicated that really they devel ope the treatnent plan and
then they go and write a witten directive to sort of fit on
our C definition, but all the information is on the treatnent
plan. Can the treatnment plan actually be the witten
directive, if that's signed by the authorized user?

MEMBER STITT: Barry, | don't disagree, but the
problemis that many people do practice in the fashion to try
to avoid a circunstance that puts theminto the definition of
a msadmnistration. And witten directive is not a nedical
term it's an NRC regulatory term And we do doses and we
give treatments, and we don't do witten directives except
t hat when you cone back and put something on paper so it | ooks
right to the NRC. This issue has to do with also issue 4
which is fraction of brachytherapy. They're all related.

And in general | try to be a broad spectrum
person, and | think that's probably the best way to try to do
regulations. But |'mhaving trouble and I'ma clinician that
does lots of this day in and day out, and | have trouble
trying to look at it both froma clinical aspect as well as
fromthe regul atory aspect.

For example, if you | ook at teletherapy, and |

was trying to say can we do HDR sonmewhat |ike teletherapy
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because actually the dose rate for high dose brachytherapy is
the simlar sort of dose rate for cobalt unit single
fractions. But for teletherapy all of the biology that we
know about tells you that you should use five to seven
fractions a week. In this country we tend to do five
fractions Monday through Friday.

But in brachytherapy that sanme constraint really
doesn't hold. You can do one fraction a week, but if you
Wwrite your prescription to say you're going to do 600
centigray in five fractions and then you do five fractions
over five weeks but decide to change that to five fractions
over four weeks, in theory that could get you into regulatory
probl ens dependi ng on how you wote it or didn't wite it.

So I'm having trouble justifying what we do
clinically and trying to stay out of regulatory problems. So
" m having troubl e doi ng what you' re saying that we shoul dn't
do. There are two separate issues.

CHAI RMAN SI EGEL: Ckay.

MEMBER STITT: While in theory they are, but your
theory can get you into a | ot of trouble fractionation-w se.
If you say I'mgoing to give a total dose of 2,000 centigray,
you mght like to do it 500 plus 500. And let's say you give
600 one tine as long as you, you know, you can still not enter
into mi sadm nistration realmas |ong as you have then given

your second fraction of 400. So there's a |ot of ways to
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fudge this and I haven't been able to conme up with sonething.

In fact I don't have any specific answers to the
first issues that we | ooked at, and these, the witten
directive business and the fractionated brachytherapy |eave ne
with a lot of difficulties. How s that for non statenment?

CHAI RMAN SIEGEL: | agree. So what you're saying
is that current NRC requirenents are potentially or in fact
di storting the way you go about creating the records for
treating these patients?

MEMBER STITT: Yes, particularly we were really
focusi ng on high dose brachytherapy because for | ow dose
brachyt herapy there is so nmuch art to it and then for high
dose rate you have a trenendous anmount of conputerized
i nformation avail able before you do anything, and so you can
predeterm ne to a nuch greater extent what you' re going to be
doing with high dose rate than you did with | ow dose rate.

I n one of these sections, you can probably find
it Trisha, you tal k about how | ow dose rate is actually done,
and that's a good description of howit's done. You have an
i dea where you want to be heading, and then you get sone
treatment planning and then you nake sonme nodifications and
t hen you actually do it, and then at some point before you
finish you have to have that witten directive conpl eted,
ri ght?

DR. HOLAHAN:  Yes.
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MEMBER STITT: And that's not the case for high

dose rate. So |I'm having trouble trying to correlate how we
practice in high dose rate and relating it to tel etherapy,

whi ch m ght be a good exanple, and | don't think it's going to
work in relating it to what we've done for years which is a

| ow dose rate, and that doesn't work easily either. So
anybody got any--

DR. HOLAHAN: The other point you raise about
tel etherapy, and let ne just ask you, you had indicated, you
know, if you say that you're going to do it in four weeks as
opposed to five weeks, well currently in the definition there
is no, unlike teletherapy where you have to specify the
overall treatnent period --

MEMBER STI TT: Ri ght .

DR. HOLAHAN: -- there is nothing |ike that
currently in the definition. So you could just say |I'm going
to give 2,000 rads and then decide you want to do four. And I
mean that's a question is, is should it be specified?

MEMBER STITT: Well, for teletherapy I would say
yes. Now, that's the way it's witten. For brachytherapy |I'm
|l ess inclined to say yes because you're comonly conbining it
with external beam and there's a lot of ways in which you
woul d conmbine it that if you start putting that particular end
point on it, that is the total length of time, you' ve gotten

yourself confined into a narrower space and likely to get into
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regul atory problenms, not into clinical problens, but into
regul at ory probl ens.

MEMBER NELP: Well, how in the day to day
practice then what do you consider to be a m sadm nistration
or an adverse therapy event? How do you say gosh, we really
screwed this one up, we gave too nmuch or we gave too little,
or so forth, how do you really define that under the setting
t hat you' ve been di scussing?

MEMBER STITT: Well, how you woul d define that
clinically is different than how you woul d defi ne that by
regul ation. W know what the regul ation --

MEMBER NELP: Well, the regul ati on should speak
to the real world is what I'"mtrying to get at.

MEMBER STITT: Well, we go around and around and
around about that quite a bit. And Jeff and the physics
communi ty suggestion that the m sadm nistration be related to
a level of clinical outconme, we've tal ked about that at other
meetings, but | think that's a theoretic discussion, it's not
one that we're going to be able to solve at this tinme. And it
doesn't help with issue 8 or with issue 4.

MR. CAMPER: Just a comment on that. You're
right, Judy, we did just as recently as during the American
brachyt herapy Society neeting in Decenber in Florida.

The m sadm ni stration concept, you know, the term

is -- inthe mnd to some, and | understand that. But it's
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pur pose was to, you know, to get at errors in the delivery
process between what the physician wanted to be delivered and
what in fact was delivered, then have it reported for

awar eness, possible information dissem nation, etcetera,

et cetera.

Now, there's no question that the advent of the
qual ity managenment rule, in sone cases when there is
programmtic problens with the quality managenent program t hat
can be identified and a reactive inspection follow ng a
m sadm nistration theory in sonme cases or sonme enforcenent
activities. There's no question about that. But this theory
was to be a threshold well below harmin which things could be
identified, reported &d corrections actions taken.

And you're right, we've gone around and around a
few ti nes about what that threshold is. Now, the threshold
you currently have today, we devel oped during the quality
managenent rule. We did have extensive interactions with the
communi ty including the American Coll ege of Radiol ogy, AAPM
and so forth and so on. And there was a |lot of |ively debate
as you m ght expect about whether these thresholds are the
ri ght ones. And we still debate that of course. So that was
at | east the goal behind the threshold for m sadm nistration.

Let me point out sonmething else too with regards
to treatnment side and the problemthat we find. And this

treatment side | think we've explored with you before and it
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You get into this question of

| i censees being confused. Now, the idea of a fractionation,

I f you | ook today int
find that there is ar
directive for telether

dose in the witten di

he regul ati ons unli ke tel etherapy you'l
equi renment specifically in the witten
apy that you identify a fractionated

rective.

In HDR that doesn't, it's not the sane. And

frankly in all candor
when we wrote the qua
that fractionated HDR
were witing it today

fracti onated HDR

the reason for that is in 1990, 1991
ity managenent rule, we weren't aware
was energing as a technology. If we

we probably woul d have addressed

Now, then you get into the question of what's the

right threshold. You

with you a nmeeting or

m ght recall that we had a di scussion

two ago when we were preparing a generic

|l etter and we were discussing what the right threshold. And

it was a lively discussion. And | think generally, if we

pursue this fractionat

settling in around 30

ed HDR reporting, we're probably

percent, at |east in our thinking.

Now, this is a practical problem because for

i censees who had a pr

you want to call it, i

oblem or a m stake, an error, whatever

n a fractionated HDR, in sone cases

they're reporting themto us because it's not clear to them

whet her they should or

i ssue froma practical

shoul d not be reporting. So that's an

standpoint that we're trying to dea



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

107

But treatnment plan is interesting in the witten
directive. And | found Judy's coments, her introduction
coments to this, were interesting in a sense that we use a
treatment plan and then we go back and we create a witten
directive to satisfy this Agency's requirenments.

Well, from our perspective you don't have to do
it that way. | understand why you do do it that way, but
here's what the real problemis. |In sone cases a person, an
institution, will have a witten directive, let's say for
exampl e this says right lung (x) nunber of rads. If you | ook
at a treatnent plan though and you intend to have an HDR
source dwell in nine or ten different positions of a specific
anmount for a specified period of tine, and in the course of
t hat procedure the dwell position is deternm ned to have been
off. Now, we find ourselves along with our colleagues in the
Office of General Counsel having to westle with does that
constitute a m sadm ni stration because the | evel of
specificity detail and a treatnent plan is far greater than
that which is required in a witten directive. And the
question is, should it be?

Now, | recognize there is a tendency to want to
obvi ously not put anything nore into a witten directive than
one has to because of the regulatory inplications, and I

understand that. But it does plant as a practical problemfor



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

108

us as regulators and for the regulated community.

MEMBER STITT: Well, in response to that, | nean
t he broader the better. Friday | was treating a patient. MW
prescription for external beamwith a |inear accelerator, and
it's inportant to how we practice nedicine because this is a
smal | part, a very small part of it, and you don't regulate
accelerators. But | wote a prescription to treat the right
lung to a certain dose. And then | do, you know, treatnent
pl anning different size and shapes of field, various blocks,
but it says right lung. Well, I"mnot going to be treating
the whole right lung. But, boy, if it's a witten directive
and if it involves an isotope, if it says right lung, but then
under some other sub definitions you' ve gotten sone fraction,
you know, of a dwell position here or there, we're saying that
if it's too restrictive probably anything that was done could
be interpreted as a m sadm ni strati on.

And | think that we have to | ook at brachytherapy
in the overall practice of radiation oncology because it is a
part of a whole and shouldn't be separated out with too nmany
subcat egori zati ons that becone so tiny that they don't make
sense in a clinical setting.

And that, you know, is why | continue to have
probl ems with how broad should the definitions be for witten
directive? How do we handle fractionation? How do we handl e

total time? And | don't have a specific answer, and |'m not
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sure that we can conme up with it right now. | think there are
| ot of people who need to be involved. 1[|'d like to hear the
physi cs comunity report on that.

DR. BREZOVICH: Yes, | think fromthe physics
point of view, the nobst inportant thing is before we deliver
the treatnent we want to nake sure that we know what the
physi cian wants to be delivered. And that's all that the
witten directive should really do for us. So, for exanple,
i f the physician at the beginning of a treatnment course does
not show if he's going to give ten or 12 treatnents because
that will depend on the reaction of the patient. He nmay put a
wavy |line after ten treatnments which neans after ten
treatments ask the physician do you want to continue or not.
So that neans it's totally unanbi guous for the delivery of the
treatnment that we know what the authorized user wants. And |
that's the spirit of the | aw

CHAI RMAN SI EGEL: Lou?

MEMBER WAGNER: The biggest trouble |I have with
all this is that the witten directive is apparently witten
for the NRC in order to be sonething against which they can
judge whether or not there is a msadmnistration. | don't
see that it has a real nedical value.

And the difficulty here is that that really is
tying the hands of the physicians and the practitioners to try

to conformto sonething and cause anxiety to conformto
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sonmet hi ng wherein they know that this prescription and
treatment not only will be witten once, but m ght be changed
in md course for various clinical reasons.

So | have a lot of difficulty with the idea of
this witten directive being i ndependent of treatnment, but
then | don't want the NRC going to the treatnment and then
defining that in such a restrictive way that that becones a
very difficult burden on the physicians either. The practice
of medicine here is what's inperative and the witten
directive seens to ne to be a very difficult issue for
regul atory reasons. But | really question its inportance in
terms of medical practice

MR. CAMPER: Well, let me clarify sonmething for
you. The written directive is a regulatory creation, that's
correct. W specifically avoided the term "prescription" when
it was devel oped because prescription itself at that tinme was
under goi ng sone review by the appropriate organi zations, and
prescription has a certain neaning throughout the health care
I ndustry.

But the witten directive was created not for the
pur poses of identifying m sadm nistration, but rather for the
pur poses of insuring froma regulatory perspective that in
fact a witten docunent did exist that contained certain
specified information as a mninmal requirenent because in sone

cases we had observed instances and had probl ens where
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literally the ampbunt of prescribed radiation that the
t herapi st wanted adm ni stered was not witten down.

There was verbal communication going on and/ or
upon questioning the physician would say yes, | know what |
want and that's in my mnd. But that's where it was, there
was literally no witten directive.

So it wasn't for the purposes of trying to
identify msadmnistration, it was really for the purposes of
i nsuring that sonmething is in place prior to the
adm ni stration signed by the authorized user.

CHAI RMAN SI EGEL: And as |'ve said before, and I
think nost of us agreed, all the quality managenent really
needed to be was sonmething that said the instructions of the
aut hori zed user should be recorded in witing before the
treat ment comrences, period, end of discussion. Not link it
to this msadm nistration reporting stuff and patient
notification and all these other things because that's what's
now creating -- we're doing exactly what people do when
they're faced with an obstacle, we're figuring work-arounds.

And people are finding ways to wite witten
directives that will mnimze their liability for NRC action
and not interfere with their ability to practice medicine.
And that's a waste of everybody's tinme. It's not useful for
anyone.

So |l nean | would really encourage that the
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fundanmental issue is to reinvestigate the link between a

qual ity managenent program the witten directive, and

m sadm ni stration notification, patient notification, etcetera
because that's really where the problemis.

We all agree that we think it's appropriate. |
think we all agree that we think it's appropriate that when
patients are being treated that the physician record what he
has in mnd in witing as a way of clearly specifying the type
of treatment to be perfornmed rather than just accepting
emer gency circunstances, picking up the phone and saying do
what | told you, which is bound to lead to errors because of
m sconmmuni cation. Witten conmuni cation seens to work best.
And we agree with that. 1It's this other stuff that's creating
t he problem

Dr. WIIlianmson?

DR. W LLIAMSON: Yes, | really agree with what
Dr. Siegel has said. | think all the comments illustrate that
there's a great deal of variability in clinical practice as to
what the termwitten prescription nmeans, and what things
m ght or m ght not be included in it. You know, there just
sinply are a ot of variations in the way people practice
radi ati on oncol ogy.

But the issue seens to be how can this be decided
here without sort of visiting the sort of essential regulatory

i ssue which is not what is the wwitten directive, but what are



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

113

t he consequences of not followng it exactly. And so | think,
you know, it depends on how m sadm nistration is defined and
what sort of the enforcenment attitude is towards it. | nean
that's sort of the central problem

MEMBER FLYNN: | agree with you al so. But |
di sagree in one aspect.

DR. WLLI AMSON: Pl ease?

MEMBER FLYNN: For HDR, 9301 bulletin, requires
t hat the physician be physically present at the consult, be
wi thin audi ble voice range. That's why | didn't see a
problem | know Judith disagrees and Jeffrey disagrees. |
didn't see a problem whereby the authorized user physician
woul d for each fraction of brachytherapy sign his or her nane
because he's there supervising the treatnent anyway.

My problemis that if one wites 500 tinmes ten
HDR treat ments, and you go by sone threshold |ike 20 percent
or 30 percent of the total dose being different from what was
prescri bed as being a m sadm nistration, you could give nore
t han 100 percent, you could be nore than 100 percent off given
doubl e or nore of the dose when an error is nmade. Yet because
you're in the context of ten other treatnents or nine other
treatnments, it's not codified as being a problem

| didn't think it was extra work for the
physi ci an since they're physically present at the console to

sign their name to that fraction because that problemw th the
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fraction, that that be reported. Just when |ow dose rate
brachyt herapy they treat with two fractions oftenti nes,
sonetinmes three, usually two, and the prescription is witten
for each | ow dose rate fraction.

| realize there are nore HDR fractions, but I
didn't think it was inmposing nore on the physician who has to
be physically present there supervising the treatnment. Maybe
if you were to adopt fractional differences, you have to nake
it a higher percentage |ike 30 percent or whatever.

But that's ny mpjor problem is you can give a
very high fraction in a conplication or a possible
conplication could be associated with a very high fraction as
opposed to the overall nunmber of fractions being | ess than,
and still the overall nunber of fractions, the dose, could be
| ess than 20 percent different than what was prescribed.

CHAl RMAN SI EGEL: We didn't answer your questi on,
did we? | tell youl really think that it's time to go back
and | ook at sone fundanental philosophy again and really
eval uate what the goals are. | nmean "every defect is a
treasure,” if | can partially quote Deming. But | think we've
created a situation here in which defects are not treasures.
Defects are things that haunt you.

And rather than the NRC being able to gather
information as part of its appropriate governnenta

responsibility to be a central clearinghouse for problens and
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t hen have the big picture and try to get the word out to help
peopl e avoid those problens in the future, we' ve created a
situation where the problens has such severe consequences,
reporting the problenms have such severe consequences on the
people practicing that they're trying to do a work-around.
And that's just the wong spirit of what you really wanted to
have in m nd.

So | think it would be a m stake for us to junp
and tell you how to change the witten directive for any
specific type of brachytherapy right now until we | ook nore
carefully at fundanental issues. Which I presunme, based on
Don's comment earlier, that one of the things you | ook at as
part of a big part 35 redo is the fundanental phil osophy
underlying this.

MR. CAMPER: Right, that's true, Barry.

CHAI RMAN SI EGEL: If there is a tenporary fix
t hat you perceive you need to stay in business now, rather
t han have this big group try to work through the tenporary
fix, it mght be nore prudent to consider having an expert
subcommittee cone and sit down with you for all of a day to
really work through sone of these issues, and then maybe at
t he next neeting the committee as a whole can help sign off on
some of the specifics.

MR. CAMPER: Yes, that's a point well nade. Let

me sort of just quickly tell you where we are here. | nean we
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at one point, and | think Trish made this comment in her
opening remarks, we're headed toward a separate stand-al one
rule making in brachytherapy. W recently revisited that

deci sion and decided to pursue the brachytherapy issue as part
of a major revision to part 35 that will follow the NAS
report.

Now, unl ess some conpelling reason arises during
these deliberations with this conmttee or over the next few
nonths as we nmeet with various societies, that's our plan, but
what we're really doing now and the reason we decided to keep
t he brachyt herapy issues paper and initiative alive is that
clearly, as denonstrated this norning, these issues are
extrenmely conplex. So the nore that we can | earn through
these interactions and then ultimtely nove into subconmttee
neetings with the right kinds of organizations, perhaps even a
subcomm ttee of this commttee and so forth, we'll do that.
But due to the conplexity we thought that we woul d gather al
the information that we could al ong the way.

But you're certainly right, | mean the big
pi cture needs to be |ooked at in ternms of are the threshol ds
right? 1|s the concept of a msadmnistration right? And al
t hose big picture issues.

CHAI RMVAN SI EGEL.: Okay.

DR. HOLAHAN: Ckay, | think that sort of ties in

with all the definitions then. So |I'm going to nove on
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t hrough the definitions and go on to topic 2.

The next thing that | know, we've already
di scussed training and experience, but this gets nore into
sone of the specifics related to primarily high dose rate
remote after-loading. And it gets both into physician and
physi ci st training.

Currently 35.940 does not require specific HDR
training for a physician authorized user doing HDr. And |
guess the bottomline question is, should NRC include any
specific requirenents of having experience prior to being
| isted as an authorized user for HDR?

MEMBER STITT: | always talk too nuch. Go ahead.

MEMBER FLYNN: Well, the mmjor training occurs
during residency, after residency in terms of brachytherapy in
general. A lot of times the brachytherapy training has to do
with knowi ng when to use it. And putting in catheters is the
sanme whether it's |ow dose rate or high dose rate in many
cases, putting in tubes in cavities.

There are sone uni que aspects of HDR that cone
into play. Anyone who is going to get into HDR, that would
automatically be part of the | earning process. | think
under st andi ng fraction size and understandi ng the biol ogi cal
equi val ence of a high dose rate fraction of 500 centigray is
not the same as a | ow dose rate fraction of 500 centigray.

But that's very basic and that's incorporated in the residency
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training even if the resident doesn't actually do it himor
hersel f.

So | don't have a good -- | think Judith is
working in this area, aren't you, in ternms of what sorts of
training you would recomend?

MEMBER STITT: |I'mworking with the Anmerican
brachyt herapy Society. W're going to have the first school
for -- the School of brachytherapy will have its first session
this Decenber, and I'mrunning the GYN training school. So,

I f that's what you nean, yes is the answer to that.

Trish, let me answer a question with a question,
what other specific requirements for authorized users does the
NRC have in its regul ations?

DR. HOLAHAN: COkay. Well, we have board
certification now, recognizing too some of the ol der board
certifications did not specifically include -- or sone of the
board certification fromsone of the --

MEMBER STITT: Is it like what we tal ked about

earlier for the physicist, but it's for the --

DR. HOLAHAN: -- for physicians --

MEMBER STITT: -- right, that's what | had
referred to.

DR. HOLAHAN: -- yes, and | don't have part 35 in
front of nme to | ook at the or category specifically, I'm

sorry.
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CHAI RMAN SI EGEL: The or category other than

board certification is classroomtraining, supervised work
experi ence, and supervised work experience includes a variety
of things, and then three years of supervised clinical
experience that includes one year in a formal training program
approved by the RRC for radiol ogy or several other

organi zations. And that includes exam ning individuals and
reviewing their case histories to determne their suitability
for brachytherapy treatnments and any limtations or contra

i ndi cations, and selecting the proper brachytherapy sources
and dose and nethods of adm nistration, and cal cul ating the
dose and post adm nistration followup. Those re pretty

br oad.

MEMBER STI TT: Ri ght .

CHAI RMAN SI EGEL: And one coul d make the argunent
that since the current licensing approach is literally to
require the physician present to be able to intervene in the
event of problens during an HDR treatnment that the or category
shoul d include direct experience with HDR. And |'m assum ng
that if you' re going to continue to allow ABR certification to
be the basis for doing HDR, that you're going to want sone
assurances fromthe ABR and indirectly fromthe Residency
Review Comm ttee for Radi ol ogy that the training prograns
i nclude this.

MEMBER FLYNN: Well, it's the Residency Committee
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for Radi ation Oncol ogy which I'mon, and we just adopted the
standards. And if a facility has HDR equi pment, they're
required to provide the resident staff with the didactic

| ectures and the biology and physics background and the
training for that.

CHAI RMAN SI EGEL: The current approach, it seens
clear that we're basically saying that people who are
proposing to do sonet hing ought to be able to denonstrate that
they' ve had sonme training and experience in it, and therefore
are likely to be conpetent in doing that.

Since HDR is obviously a problem area where sone
serious problens has occurred, to say otherw se for HDR woul d
be inconsistent with the current approach. And so | would
say go for it given that this is what you currently do in the
way of training and experience.

If we |look at a big paradigmshift at sonme tinme
in the future, this should be re-exam ned along with
everything el se.

Do you concur?

MEMBER STITT: | agree. And |I'm on the Standards
Comm ttee for the Anerican Coll ege of Radiology. That's news.
So we sort of have a | ot of bases covered here anobngst the
different groups. And | think that HDR could be nore
specifically addressed than what we have there, but singled

out so that that does allow sone very specific questions to be
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di rected at an individual.

CHAI RMAN SI EGEL: So barring other coments, the
answer to the first question is yes.

MEMBER STITT: Okay.

DR. HOLAHAN: All right. The other one is sort
of more a foll ow-up of what we discussed earlier in terms, we
tal ked about the training and experience requirenents for a
medi cal physicist. Currently in licensing guidance |icensees
are required to have a nedical physicist if they are doing HDR
brachyt herapy, but there's nothing in the requirenments that
says you need to have a physicist.

| guess the question is, should |icensees doing
HDR have an aut hori zed physicist on staff?

MS. PI CCONE: Should that requirenent be in the
regul ati ons?

DR. HOLAHAN: Yes, yes.

MS. PICCONE: W already require it of |icensees
t hrough the licencing process.

DR. HOLAHAN: Through |icensing process, yes, |
apol ogi ze. So should we incorporate that into the
regul ati ons?

CHAI RVAN SI EGEL: You used the word "on staff,”
did you nean that word?

DR. HOLAHAN: No, | neant should there be an

aut hori zed physicist listed on the license, if the licensee is
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doi ng HDR physics,( i.e. | nean it could be a consultant
physicist.) | think, was that your question?

CHAI RVAN SI EGEL:  Yes.

DR. HOLAHAN: Ckay.

CHAI RVAN SI EGEL: Well, the first way to address
this question is, is there consensus that a authorized user
physi ci an and a physicist should be present for HDR
brachytherapy as is currently required as part of |icensing?

If you agree that that's appropriate, that that's
the standard of care, then it's appropriate to nove it --
isn't that what you're requiring?

DR. HOLAHAN: It requires the authorized user and
medi cal physicist or RSO

CHAl RMAN SI EGEL:  Ckay.

DR. HOLAHAN: So the RSO --

CHAI RMAN SI EGEL: So are you proposi ng a change?

DR. HOLAHAN: -- may not be nedical physicist.

CHAI RMAN SI EGEL: Correct. And refresh ny
menmory, how did you resolve froma licensing point of vie the
I ssue where the authorized user and the RSO are the same
person?

DR. HOLAHAN:. Currently --

CHAI RMAN SI EGEL: And so you would license them
to do HDR brachyt herapy with only one person present?

DR. HOLAHAN: That's correct.
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CHAI RMAN SI EGEL:  Okay.

Lou?

MEMBER WAGNER: Woul d you pl ease explain to ne
what advantage there is since you' re already requiring this of
i censees, what advantage is there of doing it differently now
by nmoving it on to regul ation?

DR. HOLAHAN: Because we're --

MR. CAMPER: Well, I'Il certainly explain it just
real quick. The reason for that is following the incident in
I ndi ana, Pennsylvania in 1992, we substantially, significantly
| woul d say, upgraded our requirenents and |icensing space for
HDRs. |If one |ooks today in part 35 you will not find a
separate section for HDR. And arguably | think that there
should be in view of the conplexity of the technology. But it
fits under the category of brachytherapy.

Now, when we, if one | ooks today at the nunmber of
conditions and the nature of the conditions, and we'll touch
on this a little nore later, that we inpose upon an HDR
i censee, the thing that |I'm concerned about and we're
concerned about as an agency, if we're challenged as to
whet her or not we believe there is a public health and safety
probl em today with our regulation of HDR, the answer is no,
because we cover it through |icensed conditions.

However, please understand that those |icensed

conditi ons have never been subjected to due process. They' ve
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never undergone public scrutiny and comment. 1In the

regul atory arena it woul d undergo such scrutiny. And our
question for you is, should we nmove fromlicensing space into
the regulations and the sunlight affect that it has upon it?

CHAI RMAN SI EGEL.: Bob?

MEMBER QUI LLEN: From agreenent state point of
view, one, a criteria like this is in a regulation, then there
is the conmpatibility status attached to it as to whether the
agreenent states have to adopt this in their regul ations.
When it is done through a procedural point of view the
agreenent states have an option as to what they want to do.
So it becones a question as to whether this should be a
uni form practice throughout the entire |icensing community.

MEMBER WAGNER: Now, that's a good reason.

CHAI RMAN SI EGEL: Bob, | can't tell if you're for
or against. Because | read that coment either way. Would
you be willing to commt yourself?

Well, | mean ny personal answer, and we'll see
what the rest think, is that | really agree that having this
done by the proper adm nistrative procedures is a clearer way
to make sure that you've had the broadest input possible. And
that you have to do due diligence in ternms of regulatory
analysis and all that other stuff. And | say, go in that
direction. Do you agree?

DR. HOLAHAN: And if we do, are you saying to
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have a physicist on the |icense?

CHAI RMAN SIEGEL: It could be physicist or a
radi ati on safety officer. Now, let's see --

DR. HOLAHAN: A radiation safety officer may not
necessarily be therapy.

CHAI RMAN SI EGEL: Well, you're already requiring
a physicist to issue a |license for HDR, right?

DR. HOLAHAN: Through |icensing space, right.

CHAI RMAN SI EGEL: Well, then if you're requiring
it through |icensing space, you ought to take it to the public
and find out whether the public wants it to be done in
regul atory space.

DR. HOLAHAN: Ckay.

CHAI RMAN SI EGEL: That's what | think.

DR. HOLAHAN: | guess the question was, does the

ACMUI agree with --

CHAI RVMAN SI EGEL: | do, but | don't do this for a
living. 1'd just be curious to hear Dr. WIllianmson's and Dr.
Brezovich's coment on this and then we'll make the consensus
deci si on.

DR. WLLIAMSON: Well, | guess | would like to

answer the question with a question too. What does it mean to
be on the license? | think, you know, maybe a little clearer
del i neation of the role of the nmedical physicist in the

process of treatnment delivery m ght be hel pful, or sone
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consensus what it's for. | nmean you can have soneone on a
license and they're 2,000 m|es away, what good is that?

CHAI RVAN SI EGEL: No, but | think that's going to
end up, this recasting of the tel etherapy physicist as the
medi cal physicist inplies that there is now going to be a nore
central role for the physicist in the whole process of
radi ati on oncol ogy, and so lots of things are going to get
adjusted in the process.

Correct, Trish?

DR. HOLAHAN: Correct. And what it is is, for
example with the tel etherapy physicist, we don't tell the
| i censees how nmuch the tel etherapy physicist has to be
physically present, but there are certain things that the
tel et herapy physicist nust do. And it would be the same type
of thing, that there are certain, for exanple some of the QA
checks and controls, you know, would be the physicist.

DR. W LLI AMSON: Okay, | guess that's what | was
asking is sort of what things you had in m nd.

The other coment |1'd like to make is | do not
think it's helpful to put the radiation safety officer as
ei ther being the person to help solve technical energencies
with the nmachine or do nore technically oriented things with
the device such as quality assurance. A radiation safety
of ficer in general, you know, is responsible for health

physics in the institution. At least that's as | understand.
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They have no technical expertise. | nmean how are they going
to --

CHAI RMAN SI EGEL: They coul d.

DR. WLLIAMSON: -- solve a device energency?

CHAI RVMAN SI EGEL: | mean, Jeff, they could. You
could be the radiation safety officer at Washi ngton
Uni versity.

DR. W LLIAMSON: That's correct, but I'malso a
radi ati on oncol ogy physicist. It's by virtue of that role
that | have the expertise to nanage the energency, so | would
gi ve sone thought to -- and that would resolve the problem of,
you know, only a physician being available during a technical
energency or other device mal function.

MEMBER FLYNN: | agree with you a hundred
percent. And when | saw the draft of 9203 and 9301, |
di sagree that RSO be there. It should be a physician and a
physicist. The RSO should be even listed on that as being a
substitute for the physicist in nmy opinion.

DR. BREZOVICH: MW comment, since you asked ne to
do so, absolutely agrees with that. And |I'm going to be just
specific to give you an exanple why the physicist may really
i ndeed be necessary, and that--

CHAl RMAN SI EGEL: How about if | just say we
bel i eve you.

DR. BREZOVI CH: Ckay.
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CHAlI RMAN S| EGEL: Because | think that there is

general consensus on that point.

Denni s, do you have a comment?

| didn't nmean to cut you off, Ivan.

DR. BREZOVICH: No, that's fine. You did what |
want, thanks.

CHAI RVAN SI EGEL: You're wel cone.

MEMBER SWANSON: | guess | have a question about
what are the inplications of requiring a physicist on the
license. Are you saying that the authorized user physician
doesn't possess certain bodies of know edge that thereby
requi res the nedical physicist to be there? And if so, that's
a disconnect fromwho is responsible for the overall care of
the patient, which is the physician, okay, and you can't
del egate that responsibility to the nmedical physicist.

DR. BREZOVICH: WMay | comment on that?

CHAI RVAN SI EGEL:  Sure.

DR. BREZOVICH: Okay, if you have -- now, | can
come up with the exanple that | wanted to cone up with in the
first place. What can happen is if the patient has a coughing
spasm during a bronchial treatnent and suddenly the treatnent
gets interrupted halfway in between. Froma radiation safety
officer's point of view, the problemis solved and the
radi ati on source is back in the safe container. W are out of

t he enmergency.
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From a physicist point of view, now the emergency
begi ns because what you have to now try to find out, how rmuch
radi ation did the patient at this tinme obtain, how can | cone
up with a treatnment plan with substitutes for the m ssed
radi ati on so the patient still at the end of it gets what he
wanted to get. And that's why we need the physicist.

MEMBER SWANSON: The point I'mtrying to make
t hough is, should not the authorized user physician al so have
the skills to be able to make those cal cul ati ons?

DR. BREZOVICH: No. | nean this is not howit's
practiced. | nmean in order to be a real qualified physicist
you need a advanced degree in physics plus board
certification. And there's a specific degree for this
specification. So there's no way that it would be reasonabl e
to expect the authorized user to go through three years of
extra physics training and take board certification in physics
just to be able to handle this one situation.

MEMBER NELP: | think there is an advantage to
just having one person responsible for the program Like in
my shop I'mresponsible for ny nmedical physics and the people
who do all the technical work and do a | ot of adm nistration.
And it's ny job to see that they do their job. And I'mthe
l'icensee, and | would think
t hat having a single person being the licensee is -- it's

i nmplied that the nedical physicist is part of his team and the
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medi cal physicist is responsible to a |icensee for his
performance.

DR. HOLAHAN: At a nedical institution though,
the licensee is the nmanagenent. |t is not the authorized
user. He is listed on the license, or she.

MEMBER FLYNN: But in answer to Dennis' question,
there have been m sadm nistration and probl ems whereby the
physi ci st being there to address the equi pnent and the failure
of equi pment while the physician is addressing the patient
that the physicist wasn't there a nuch nore serious incidence
woul d have occurred. And there's a nunber of incidents | can
tell you about, but --

MEMBER SWANSON: | don't have probl enms about the
good practice of having a nedical physicist there. Wat |
have problens with is what you' re saying by requiring a
medi cal physicist on your license, are you inplying that
there's a body of know edge that the authorized user doesn't
have?

DR. BREZOVI CH:  Yes.

MEMBER SWANSON: And then there's a disconnect.
Because in reality the nedical physicist, although they my
make cal cul ations, et cetera, they are not responsible for the
patient care. Period. They answer to the physician, in this
case, the authorized user. The authorized user is responsible

for the patient care.
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So, like | said, there's sort of a disconnect
fromthe reality of who's responsible for the patient care
ultimately, | think.

MEMBER GRAHAM  Wbul dn't the di sconnect occur
only if it was to exclude the |icensed authorized user and
| eave just the medical physicist? | don't hear that being
proposed.

MEMBER SWANSON: Then | don't have a problemw th
that either but why are you requiring that individual on a

l'icense? And | guess | could go back and say the thing about-

MEMBER GRAHAM  There's a uni que know edge
they're bringing to the table as part of a team And |
t hought we were -- So, we're just sending this up to bear the
bright |ight of day.

CHAI RMAN SI EGEL: Do either of the radiation
oncol ogi sts at the table think that they would like to
practi ce HDR brachyt herapy w thout benefit of physicists?

MEMBER FLYNN: Not unless | had a good | awer.

MEMBER STITT: Yes, and have a good physicist and
a good | awyer.

MEMBER NELP: May | ask, what, in a nedical
| i cense when you issue a license for the use, nedical use of
these materials, do you have a precedent now where you |i st

more than one individual on the |license other than the --
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DR. HOLAHAN: We |ist the authorized users for a

limted specific |icense.

MEMBER NELP: The authorized users are usually
the -- in fact, it's a nmedicine or the physicians, right?

DR. HOLAHAN: Currently. That's all that is --
yes, and then we --

MEMBER NELP: But you don't currently I|ist
anybody el se in the authorized user --

CHAI RMAN SI EGEL: Aut hori zed nucl ear pharmaci sts.

MEMBER SWANSON: But not required by the |icense?
Not required by the license.

CHAI RMAN SI EGEL: That's correct. But that's
because the NRC s made a judgnent that we've agreed with that
the activities that could be perfornmed by an authorized
nucl ear pharmaci st could also be perforned directly by the
aut hori zed user or by individuals working under the
supervi sion of an authorized user.

In this case, the radiation oncol ogi sts are
saying that they think a step further is required. And I
personally think I agree with them So --

Lou?

MEMBER WAGNER: | just want to nmake one comment.
That | enphatically endorse the conments of the two
physi ci sts, two guest physicists. But also would like to

enphasi ze that the inportant point that was nmade is that the
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medi cal physicist is there for the additional patient care and
that an RSO, by specifically by its definition, is there for

t he occupational safety and health of other individuals. But
it's not directly related to the patient and that's the
difference here for the nedical physicist.

MR. CAMPER:. We're going to need to stop for now
and nove to the next topic because Jack Roe is h ere.

CHAI RMAN SIEGEL: W're going to figure out a way
to make sone tine to keep doing sonme of this stuff. O at
| east devise a strategy for helping to deal with these
questions. Because it's obvious this is inmportant stuff that
we're interested in.

MR. CAMPER: As we're nmaking this change, in
answer to Doctor Nelp's question. There are several instances
in which we do identify several authorized users by a
particul ar specialty or expertise as is denonstrated through
their training and experience. W do designate a tel etherapy
physicist. And of course in the HDR space, we are now
identifying HDR rel ated physici sts.

But the whol e question, of course, is the one
t hat was put out and the idea of putting it into the
regul ations, having it undergo due diligence, and so forth.

CHAI RMAN SI EGEL: M. Roe, wel cone.

DR. ROE: Good morning. | hope ny voice is |oud

enough. If it's not, I'll bring the m crophone over
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Good nmorning. |s that acceptabl e?

|"d like to take the opportunity today to
I ntroduce myself and put ny briefing in context. |'mDr. Jack
Roe. | normally work in the Office of Nuclear Reactor
Regul ation as a director for the projects organization
regul ati ng nucl ear power plants in Regions 3 and 4 of our
country. |I'mon a special assignment to the O fice of the
Executive Director to carry out the direction that we've
gotten fromthe conm ssion and the Adm nistration on the
nati onal performance revi ew.

I n your package you should have the slides that
|'"mgoing to generally use as an outline for the briefing.
l"mgoing to try to be short in the brief because | understand
that you are pressed for tinme today.

Overall, in the background of the national
performance review, as we well know, is this particular
activity is a governnent-wi de activity that has the
sponsorship and the | eadership of the President and
specifically is being carried out day-to-day observation by
the Vice President.

I n the background, we have received several
directives and docunents that we have used to guide our review
in the activities. And in phase 2 of the national performnce
review, there are two central focuses. The first one is a

focus on the comm ssion's regul ations. The second focus is on
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the comm ssion's functions. The background there that you
will see, there's three entries. Basically those are
docunents received fromthe Adm nistration that tal ked about

t he general approach. The nost specific one was the March 4th
menmor andum from t he President that provided the directive that
i ndi cat ed what he desired to have done by the Adm nistration's
agenci es and departnents, and when he wanted the results.

The next slide will basically tal k about current
and future NRC activities. Wen | wote this in preparation
for a neeting, it was a little while ago and sone of these
were yet to occur. And now they have transpired. The first
aspect, first focus that we had wa son regulations review. W
want ed a broad range of individuals in the NRC and outside the
NRC i nvolved in that particular review. First of all, we
wanted to utilize the expertise that was in each and every one
of our offices and regions. Those people are closest to the
regul ations. They understand sone of the technical issues
better than people that are outside. For exanple, this
particul ar area, brachytherapy | have | earned a great deal in
a short period of time because | was never touched by it
before in the regul ati on of reactors.

We involved not only the headquarters offices but
we involved our regional people to get what has been called by
the Adm nistration the front line regulators to find out, the

peopl e who actually do the licensing in the field, if that's
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the area that's done, and the inspections give us feedback to
t he process.

We al so used a sem -i ndependent steering group.
And I will use the term sem -independent because the steering
group was drawn fromthe offices. As far as a managenent
approach, we tried to take the steering group nenmbers and m X
them We tried not to take those people who focused on
reactor regulation to be those people who day-to-day work in
reactor regulation but a mxture. So that we got a fresh set
of eyes | ooking at the regul ati ons and sonewhat of a
questioning attitude about sone of the regulations. W also
did not work those groups so that they were all outside the
area so that they did not have the opportunity to get sone
technical input into the review

We | ooked at the regulations fromthe perspective
of are they obsolete? Are they burdensone, prescriptive, and
over | appi ng? Sone of those obviously have judgnment. The
obsol ete ones are straight forward and we found sone.

We wanted to build on existing initiatives.
There are quite a few initiatives that have already gone
forth, as you know. And the area of nuclear reactors we have
a had a nulti-year regulatory reform And also in materials
there is going on now sonme detail reviews. | think as a
matter of a fact, Dr. Paperiello is briefing the conm ssion on

t he busi ness process re-engineering fromthe materials program
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probably as we speak now.

We requested that input be given to us in the
m ddl e of April and we have already briefed the ACRS, the
ACNW and our commttee for the review of generic requirenments
declined to be briefed on this.

Tonorrow our paper is due to the commi ssion. It
essentially is approximately a 90 page paper that outlines the
activities that we carried out. Has two letters to the
President of the United States. One, the first letter to the
President, is at his staff's request, a table that indicates
what regul ati ons we revi ewed, which ones are going to have
reinvention. And reinvention is a termthey use to nean there
will be further action. And a discussion of what tine frane
that will occur.

We owe that first response to the President the
first of June. We owe a second response to the President on
June 15th where he has asked for a summary of the regul ations.
He does not want the nulti-page tables but | think he wants
basically a nunmerical approach towards it so that he can take
t hroughout the whole adm nistration and report to the Anerican
peopl e what the inpact is going to be.

He al so wants to have us discuss rewarding
results instead of basically a conpliance approach and
penal i zi ng people. He wants nore of a partnership with our

| i censees.
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He al so wanted us to address our creation of
grassroots partnerships with our clients, in this case the
regul ated entities. And lastly, he asked to report on how we
pl an to go about negotiating with the |icensees instead of
dictating and getting into nore negotiated rul emaki ng
sessi ons.

Sonewhat in parallel to those activities because
of the due date, we have been directed by the comm ssion in a
staff requirenments nmenorandumin the spirit and keeping of the
nati onal performance review to carry out a functions review of
the NRC. In this functions review we devel oped a flow chart
and al so a questionnaire. W took the opportunity to obtain
fromthe very top of the NRC the views about our functions,
whi ch functions should be carried out by the federal
governnent and which functions could be carried out by others,
nore pointedly, by the states.

We carried out these interviews with all the
office directors and their senior staffs, and all the regional
adm ni strators and their senior staffs. This was conducted by
members of the steering commttee with various conpositions
dependi ng upon who we were talking to and at what tinme. W
did this in accordance with the study plan that we provided to
the conm ssi on.

Qur focus was on that federal function and where

for the future the NRC could rely upon others. And | think
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that well known is that's an approach the federal governnent
is to give to others those functions that are not necessarily
to be carried out by the federal governnent.

We plan to brief the ACRS and ANCW If it's
appropriate, there will probably be some pre-decisional
information in there, sensitive information, based on our
reviews to date of activities that the comm ssion will have to
deci de basically on a policy standpoint.

W owe it to the conm ssion, a paper, by the
first of July and | think because of the change of the
conmm ssion, we will probably have that report in the m ddl e of
June.

We took a look, then, in this review at
efficiencies. W asked ourselves how can what we do nost
frequently be done with | ess resources and still get the sane
product. We wanted to build on the current initiatives we
have in place such as the business process re-engineering and
materials area and sone initiatives we have in the reactor
ar ea.

We are identifying activities. W have now cone
wi th al nost 20 recommendations for future action. Those
recomrendati ons have been reviewed and briefed to the
executive director and now have been discussed with the
rel evant office directors and regional adm nistrators. That

particul ar di scussions are ongoi ng.
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CHAI RMAN SI EGEL: Do any of those involved the

medi cal progranf

MR. ROE: Yes, they do. Specifically, there are
two aspects of our functional review that address the nedical
program Qur view is that we should | ook broadly at expanding
t he agreenent state program and that we should carefully
eval uate the regulations of Part 35 with respect to the use of
medi ci ne.

We, at the beginning of this issued a press
rel ease and invited comments from various parties, and have
briefed various parties. Wth respect to our functions, we
have asked peopl e what should be retained, what should be
el i m nat ed, what should be nodified, specifically what should
be given to others.

Agai n, we've asked the question of those
functions which overlap with other regulatory bodies, is the
overlap useful? Surprisingly enough in a few circunstances,
we were told yes. Not in every circunstance would you think
that that question would be yes. 1In a few circunstances, we
were told not only is the overlap useful, but they want the
NRC to retain their regul ati ons because they find them nore
stable. W're a little bit surprised but we will take that
one. We asked if they should be elimnated and al so who
shoul d have the |ead.

The second focus is on the regulations. W've
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asked outside parties if they' re overly burdensone, out of
date, of marginal value to safety, too prescriptive,
over |l apping with other agencies, basically the whole ganut of
questions. And we asked how should they be changed and what
are the top priorities for change. W received two

di stinctive responses. First, fromthe reactor comunity the
response was, the regulations are in fairly good shape and
those that we find of concern to us the NRC has under review
and has processes to |lessen the burden. And | think that
response i s because we have been working with that community
for several years on regulatory reform

The second focus was basically fromthe group
simlar to your expertise is in the nedical area. O eight
|l etters we received, one-quarter of them were associated with
Part 35, one regulation. And we received letters fromthe
Aneri can Col | ege of Medical Physics signed by Dr. Feller and
Dr. Rogers, and one fromthe Anmerican Coll ege of Radi ol ogy
signed by Gary Price.

Basi cally that concludes the overview of ny
brief. 1'd be glad to answer any questions that you have
about our national performance review

CHAI RMAN SI EGEL: What prelim nary concl usions
have you conme to with sort of which federal agency from your
perspective should have primary, the lead, responsibility for

radi ati on standard setting? Have you focused on that issue?
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MR. ROE: We focused on the relationship with

envi ronnental protection agency and the NRC. In conformance
with the direction fromthe national performance review, those
agencies that statutorily have the lead are to | ook at the
overlap. So we have had -- |'ve had some discussions with the
EPA. Qur focus right nowis to see if the -- if it's usefu
to seek any legislation or whether it's nore appropriate to
continue to work out the issues between us. And right now our
view is that probably the nost useful thing for the NRC to do
is to work out with the EPA those issues. And that seeking
| egislation may be a utilization of resources that is not as
productive as working currently with the EPA.

But, the EPA will also report to the President
and they will have the responsibility to address it.

MEMBER QUI LLEN: When will your reviews or
docunents be made public?

MR. ROE: They'll be nade public on May the 24th.
We're going to brief the comm ssion about our report to the
President both on the first and the 15th. That information
basically will be presented. The reports thensel ves are
normal |y consi dered governnment entity to governnent entity
reports and | think are at the discretion of the conm ssion
whet her or not in consultation with OVMB that they rel ease the
actual docunents, the reports to the President.

But a great deal of the information, | would say



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

143

all the substance, will be presented to the conm ssion on the
24th with respect to those two letters. The first letter is
really the one of nobst focus. Oiginally the President asked
for all the information on the first of June. W did not see
fromthe NRC s perspective a difficulty but |arge agencies
such as the Departnment of Defense, the Departnment of Treasury,
who have a multitude of agencies, a nmultitude of areas, found
that that was very difficult to put together in the short
period of tinme that they were given. So the President gave
two nore weeks for the other areas that tal ked about the areas
outside regulation. But he does want the tables on the first
of June.

CHAI RMAN SI EGEL: So there will a shorter
briefing docunment for that May 24th neeting independent of the
report to the President?

MR. ROE: Yes sir.

CHAI RVAN SI EGEL: And that will be distributed at
t hat open conm ssion briefing?

MR. RCE: Yes, it wll.

CHAI RVAN SI EGEL: Can | ask that the nenbers of
the conmttee be sent that docunent?

MR. ROE: Dr. Siegel, what | should said that if
you have not received copies of the two letters | reference, |
will give themto the staff so they can provide themto you.

CHAI RMAN SI EGEL: Well, we hadn't. So all we've
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gotten are the copies of the slides that you just wal ked us
t hrough. So we'd |love to have as well --
MEMBER NELP: Did you exam ne overlap of interest

in regul ati ons between the FDA and t he NRC?

MR. ROE: Not specifically, no. W did not -- in
our interviews we did not see an issue. In discussions with
others that did not seemto be a primary issue. If it is an
issue, it would be appropriate that we know about. But it did
not cone up. And we sought the interviews from | said, the
top of the agency, discuss people. | had a neeting with Larry

Canper specifically in preparation for neeting with you to
under stand what the role of this particular commttee was.
And al so asked the people in the field about that. And this
did not conme up as an issue that they believe was necessary to
be pursued.

CHAI RMAN SI EGEL: John, did you have a question?

Denni s?

MEMBER SWANSON: Did you address at all the issue
of the NRC s regulation of limtation to by-product materi al
versus states regul ating accel erator produced material ?

MR. ROE: Yes, we did. Specifically if you take
a | ook at our approach toward a desire for the comm ssion to
address an expansion of the agreenment state program we see
that there's a |logical follow through for the states to

regul ate all types of radioactive materials regardl ess of
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where they cane from The risk to the public is the same and
is not relevant froma risk perspective of where they cane
from So, that's our perspective, is that if the states are

carrying out a radiation protection program for other than

atom c energy type materials and the states are satisfied with

t he protection of the people, they should be able to expand
that over to those that are by-product material and have the
sane satisfaction of the people in the state.

CHAI RMAN SI EGEL: Larry and then Bob.

MR. CAMPER:. On that point, Jack. Did you get
into at all how that m ght be facilitated given that
participation as an agreenent state is a voluntary action on
behal f of the agreenent state?

MR. ROE: Yes, we did. W specifically have in
t he recommendati on which will go forward to the comm ssion
the commi ssion will make their decision is what we consider
sonme approaches, sone initiatives, sone incentives, sone
procedures, sonme approaches that would nake it, | would say,
nore attractive financially for the NRCin the long run. The
short run may not be. But the long run it would be,
especially if we are interested in devolving to the states
that responsibility and authority.

We also put in a few novel approaches to
precipitate a little thinking.

CHAI RMAN SI EGEL:  Bob.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

146
MEMBER QUI LLEN: | just want to comment that the

O fice of State Progranms has sent out a letter to the
agreenent states notifying themthat effective October 1st,
1996, they will be reducing the support to agreenent states.
The paradox here is you have one program which i s encouraging
agreenent states and another program at the sanme tine is

di scouragi ng agreenent states. And |I've seen already one
letter froman existing agreenent state saying if this cones
to pass, that they will likely give their agreenent state

st at us back.

MR. ROE: We understand that and that was a
specific point that we briefed the executive director about,
is that it appears that the recent comm ssion decisions are in
a direction that may be counter to what the national
performance review has. And he clearly and sincerely
acknow edges that point and | know it's very high on his
priority to address that particul ar paradox.

CHAl RMAN SI EGEL: Aren't you stuck, though, by
the requirenent that you raise your working capital from user
fees?

MR. ROE: Yes, we are stuck and that is one of
four |egislative proposals we're going to go forward with., W
feel that that is hanpering us in several areas. | have found
that of conplaints with respect to regulations is it really is

nunmber one. It is -- And | understand why it's nunber one.
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We specifically have a long section in our report to the

Presi dent about that particular issue. | have found out from
talking to different people, if you talk to reactors, they
feel it's unequitable. |If you talk to materials |icensees,
inequitable. [It's one of those areas where we have been able
to cause concern with all of our constituents.

CHAI RMAN SIEGEL: And it is clear that it wll
have a big inpact on this push to agreenent state status in
the materials prograns.

MR. ROE: Yes. Absolutely.

CHAI RMAN SIEGEL: It really will be a mmjor
i npedi ment .

MR. ROE: One of the things that | should renmark
about is that what we have done is given people
recommendati ons for further evaluation. And about a year from
now, in July of "96 is what we have to do is basically deliver
the plans. Sone of them have earlier tinme schedul es that we
have put in there. The one with respect to agreenent states
we have an earlier time schedule because we think that it is a
much nore inportant issue that has to be dealt with. And it
is nore of a policy issue to begin with to make a deci sion
that will give a long termefficiency to the NRC. So we
didn't think we should wait until next year at this tinme to
receive those particular issues. W thought it should be

brought forward nuch earlier so that our new comm ssion can
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address that. Both comm ssions, basically, can address that
i ssue.

MEMBER SWANSON: One ot her question. Fromthe
flip side, have you | ooked at all at international
har noni zati on?

MR. ROCE: No, we have not | ooked at that.

Basically we | ooked at only donmestic and see if there was any
difficulty there. W did discuss briefly about the
relationship of Part 22, international standards. But that--
when we di scussed that, there didn't seemto be an issue so we
did not pursue it. But it would be unfair to tell you that we
did nmuch review of it. W asked questions and they said it
was -- that was people were satisfied with it and therefore we
took and factored off into other areas where people were not
sati sfi ed.

MEMBER SWANSON: The only reason why | bring that
up i s CORAR which is an organi zation of radi opharmaceuti cal
manuf acturers actually have addressed international
har noni zati on of radiation regul ations as one of their major
concerns at this point in tinme. So, there does appear to be
some concerns in that area.

CHAI RMAN SI EGEL: All right. Thank you very
much. Appreciate it. And we'll |ook forward to seeing that
report.

Dr. Flynn.
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And Dan, ideally if -- well, we'll see how the
time goes. Depending on how long this takes, maybe we can
| oop back to try to address sonme of Trish's other questions or
we can stop a little sooner for lunch and we'll figure it out.

MEMBER FLYNN: This will take shorter than a half
an hour.

CHAI RMVAN SI EGEL.: Good.

MEMBER FLYNN: | have copies of the slides being
passed out. There's only about 10 or 11 slides. But | wanted
to tal k about this because we started doing prostate inplants
ourselves last fall. | did one this week. But also as an NRC
consul tant, certain msadm nistration that canme to ny
attention and al so outside the NRC certain problens canme to ny
attention. And talking with the experts who have done over a
t housand of these in Seattle, they' re also getting phone calls
in that procedure now to treat |ocalized prostate cancer is
becom ng popul ar extrenely rapidly. And because as a -- when
you have a procedure whereby only a few major institutions are
doi ng the procedure, you may not see the problens, especially
when the volunmes are | ow. But as soon as the community picks
up on a procedure and you have the nunmber of cases going up
very rapidly, you may start to see probl ens.

In the United States now t he diagnosis of
prostate cancer is going up extrenely rapidly, nore than any

ot her cancer. And the reason why is because of the screening
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PSA bl ood test. Perhaps of 1,200,000 new cancers this year,
200,000 or more will be males with prostate cancer. Mst of
t hese cancers will be early cancers because it's being picked
up in a screening test.

The nunber of brachytherapy cases | estimted and
| estimated incorrectly. | thought after talking to sonme
people that five years ago there were only about 200 cases a
year. And | estimated that it's gone up to nore than 3,000 in
five years and growing rapidly. But actually the next slide -
- two nore slides -- shows that-- | just got this a couple of
days ago. That the total nunber of procedures using iodine
and pall adium at least for 1994, is 4,000 cases. (oing up
very rapidly.

The nunber of cases potentially suitable, and
this is a guesstimate, is possible half of all the cases which
woul d be 100, 000 cases. That would be sort of |like the upper
limt of normal, upper limt theoretically possible. That's
assunme the procedure still gets good results and that it's
pi cked up as rapidly by the remaining urologist and radi ation
oncol ogi st who m ght do the procedure.

Realistically though, |I estimte in five years
t hat probably between 10,000 and 20,000 cases a year. |If you
realize what brachytherapy nunmbers are like in the United
St at es, perhaps NRC estinmates 30,000, 50,000, cases a year,

prostate inplants in a few years could be the nost -- if not
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this year, could be the nost conmmon brachyt herapy procedure.

So, the typically doses would be for
brachyt herapy al one 16,000 rad to the prostate and a snall
margi n around the prostate in sonme cases. Wth pall adi um
it's a lower dose. The dose rate with palladiumis a little
hi gher, shorter half life so you're giving the dose a little
faster. In general, the iodine is used for the slower
growi ng, "slower growing nore well differentiated" tunors and
the palladiumfor the "nore rapid grow ng higher
di fferentiated" tunors.

MEMBER NELP: What are the physical
characteristics of palladiun?

MEMBER FLYNN: |'m going to defer to the
physi ci st because | don't have that. The half |life of
pal | adiumis about 17 days and of iodine, 60 days.

MR. W LLIAMSON: Yes, that's right. 1odine has
an energy, average energy, 28 keV, and palladiuma little
| ower, 22 keV. So they're both --

MEMBER NELP: |s palladium better or --

MR. WLLIAMSON: They're essentially X-ray
emtters. It's nostly the photons are from a cascade of
characteristic X-rays arising fromelectron capture.

CHAI RMAN SI EGEL: Dan, are you going to talk
about not m sadm nistration but conplications of therapy?

VEMBER FLYNN: M sadm ni strati on.
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CHAI RMAN SI EGEL: Let ne then ask you a question.

The conplication rate or adverse effect rate of prostate
brachyt herapy conpared to prostate tel etherapy --

MEMBER FLYNN: |Is | ower.

CHAI RMAN SI EGEL: -- conpared to surgery?

MEMBER FLYNN: |Is | ower.

CHAl RMAN SI EGEL: Is | ower.

MEMBER FLYNN: That's why -- that's one of the
reasons -- I'mgoing to get into that right now One of the
reasons why it's getting such popularity so rapidly, being so
rapi dly accepted by many urol ogi sts and some radi ation
oncol ogists is that the reports that the conplication rate is
| ower than with either radical prostatectomy or external beam
radi ati on treatnment which are the two primary neans of
treatment now. And also that reports out of Seattle and sone
ot her areas that the PSA blood test, which is a nonitor as to
how effective the cancer treatnent is, whether you accept that
or not, but many do. That the PSA is show ng better responses
to the prostate inplant in nost -- in many published reports
than it is to external beamtreatnment. Now, that's if you
agree that the PSAis going to translate to 10 and 20 year
survi val

Now, the data -- the |arge nunmber of patients is
only out five years now. So the critique of that would be the

data is only out to five year survivals. The five year
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survivals with this techni que | ook good from publi shed
reports. The PSA and rebiopsy data | ooks excellent. WII the
data hold up? But it's --

CHAI RMAN SI EGEL: Yes, then that's the back end
question. The front end question is what fraction of these
patients being found by PSA need to be treated at all. And I
know that's a very controversial issue that we probably don't
want to tal k about here.

MEMBER FLYNN: But these patients who are being
screened with el evated PSAs an then biopsied and find they
have prostate cancer are being treated with radical
prostatectony external radiation. Mst cases the patient does
not want to be followed or observed unl ess they have severe
medi cal problens and their very elderly.

Anot her point with this treatnment is that it's
done in an outpatient basis in one day. |It's cheaper. The
physi ci an, whether the urologist or the radiation oncol ogi st,
I's conpensated less as is the hospital. So, if you're | ooking
for a procedure that m ght be nore -- m ght be equally or --
equal ly effective or nore effective with possibly |ess
conplications although the long termwe haven't seen yet, and
cheaper, it's going to be sonething that everyone's going to
|l atch on to very quickly. So we have to worry about the
potential downside in terms of conplications.

CHAI RMAN SI EGEL: But in terns of the i nmmmedi ate



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

154

effects, is the frequency of inmpotence less with this therapy
than it is with the other two?

MEMBER FLYNN: Yes. That's the report. Both
i npot ency and incontinence, nuch | ess.

CHAI RVMAN SIEGEL: It's clearly going to be nore
appeal i ng.

MEMBER FLYNN: And the article shows you -- |
chose an article by Gimm and Bl asko because these two
i ndi vi dual s have done over a thousand and they've trained nore
than 50 percent of the -- these two individuals have trained
nore than 50 percent of the radiation oncol ogi sts who are
currently doing the procedure in the United States.
Therefore, their article on technique is inportant. And al so
the course in Florida which is the other major course adopts
t he same technique.

Where, through a tenplate with ultrasound
gui dance the -- using the ultrasound technique, the seeds are
pl aces in the operating room Radi oactive seeds are placed in
the operating room Prior to that operating room procedure,
two weeks prior to that perhaps, there's a treatnent planning
procedure where the ultrasoundographer plays a major role.
And the radiation oncol ogi st plays a najor role two weeks
prior to the procedure to find the target. And a physici st
plays a very major role in designing the distribution of seeds

in the treatnment plan which is already conpleted prior to the
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procedure in the operating room

In the operating room you're using ultrasound to
pl ace the seeds on a tenplate, the urol ogist and the radiation
oncol ogi st as a team together with the physicist. And then
post - procedure, you |look to see where the seeds are either
with ultrasound, fluoroscopy, or both ultrasound and
fluoroscopy in the OR where you'll see any cold spots where
seeds may have not been places absolutely as intended. Then
you nmake up with additional seeds in the cold spots while the
patient is still there. And then you dism ss the patient. He
goes hone. A few weeks |ater he cones back and has usually a
post - pl anning CT scan. And then you go on fromthere. And
you can get a post-plan or at |east see how well the actual
delivery has agreed with the planned delivery that occurred
two weeks before in the operating room

CHAI RMAN SI EGEL: Is this all done
transperineally or is this done --

MEMBER FLYNN: Transperineally. [If you turn to
t he second page of the article, page 194, that's the key. |If
you have to | ook at one page, just |ook at that page, the
second page of the article shows two diagranms, Figure 1 and
Figure 2. It shows the male patient in the |lithotony position
with the scrotumtaped up onto the abdomen in the -- and the
seeds are placed through a tenplate, through needles in a

tenpl ate transperineally with the ultrasound in the rectum
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If you |l ook at that diagram

CHAI RMAN SI EGEL: No problem getting the right
seed distribution in the posterior |obes of the prostate with
t hi s approach?

MEMBER FLYNN: There's always problens. But
you're going to be very close to the rectal wall and you're
actually seeing that with the ultrasound probe.

MEMBER STITT: In fact, you get better
distribution with this than with the open techni que where
you' re using the iodine gun and it's all done very clinically,
and you used to inplant your finger plus the OR floor and this
is actually nore precise. |'ve done it.

MEMBER FLYNN: | was just going to go through the
five msadm nistration which links into the brachytherapy
i ssues paper. And hopefully |I can finish in half the tine.

Five m sadm nistration. The first one was in
Chio in 1990 where 86 seeds of iodine 125, and typical source
strength, .3. Now, thousands of inplants are being done with
iodine. .3 is a typical. .3, .35 They're inplanted in
order to give that dose, the sanme dose. X-rays follow ng
procedure denonstrated that the seeds were beyond the
prostate. They had m ssed the prostate. And the reason why
IS because it was one of their first cases and they didn't
have fluoroscopy and it was urol ogist driven. The radiation

oncol ogi st was nore -- played an ancillary role.
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| talked to the institution since then, two weeks
ago, and this m sadm nistration caused the team work to be
better and that the radiation oncol ogi st played nore of a role
and the urol ogist deferred certain decisions. Fluoroscopy, if
it had been present, that wouldn't have happened. There was
no injury to the patient. He had back pains subsequently
because the seeds were disbursed. They were fanned out in the
sacral area and none in the bladder and none in the rectum
but in the pre-sacral space.

The second m sadm nistration in Chio but a
different institution. Not the sane institution. A CT scan
followi ng the procedure two weeks | ater denonstrated that 21
of 56 seeds were outside the prostate. The normal tissue
surroundi ng the prostate received a greater than intended
dose. Prostate received only 42 percent of intended dose. So
this was reported to Region 3 at that time. No injury to the
pati ent.

Sone of the slides got busted up on the plane
here. But, m sadm nistration nunber 3. M sadm nistration
nunmber 3 was Florida in 1991 but wasn't discovered until 1993.
This was a mal practice case. The State of Florida is |ooking
into it. NRC has no knowl edge of the case. Well, they have
that a case exists. But anyway, it involved pall adi um 103.
And a typical source strength for palladiumis 1.4 mllicurie.

And the total dose is |ess.
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The seeds were inmplanted unknowi ngly in the
anterior rectal wall and the posterior part of the prostate.
Now, the licensee disagrees. He feels that the prostate, at
| east part of the prostate, received the seeds so that it's
not a m sadm nistration. Patient devel oped severe
conplications and had a colostonmy. And in nmy view, after
| ooking at the case, it was the wong site. And if you | ook
at the seeds, they're |ike the diagram on page 2, the seeds
are down here in the prostate, peri-prostatic area. But the
CT scan, this was done at the tinme of the inplant. They
didn't take a lateral filmwhich was a problem or a CT scan
which is a problem The CT scan was obtained two years |ater
when the patient had a col ostomy. And the CT scan shows t hat
all the seeds, the prostates up in here. Al the seeds are in
the rectal wall. The prostate -- they m ssed the prostate.

Now, they claimthat maybe the seeds m grated but
the Seattle group have done over a hundred cases of follow ng
up CT scans. The seeds don't mgrate. The prostate's |ike
hard rubber. Seeds don't mgrate through that kind of tissue
consi st ency.

CHAI RMAN SI EGEL: What's the status of the cancer
in that patient?

MEMBER FLYNN: | advised himthat he needs to see
a cancer specialist right away because his cancer is not

treated and he has a conplication.
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M sadm ni stration nunmber 4, | think Judith | ooked
into this one in Connecticut, at a big institution in
Connecticut was the parent facility to this facility. And it
basically is the wong source strength by a factor of 10.
They nmeant to have .4 mllicurie seeds but they had 4 point
sonething mllicurie seeds. So the patient required an
enmergency radi cal prostatectony and subsequent surgery to
t hat .

When | | ooked through the report, the one thing |
di sagreed with the I daho Engi neering report is that a | ot of
the initial ordering was by a nucl ear nedicine technol ogi st.
And the nucl ear nedicine technol ogist didn't-- wasn't aware
that .3 or .4 mllicuries is the typical seed strength. So
then when the vendor call ed back and asked the nucl ear
medi ci ne technol ogi st are you sure this is what you want, are
you sure you want 4 point 4 mllicurie seeds, the nuclear
nmedi ci ne technol ogi st, just reading off of a piece of a piece
of paper, said yes. Now, had a nedical physicist been
i nvol ved, that never would have happened because it would
realized that if thousands of cases are being done at .3 and
.4 mllicuries, it would have -- a red |light would have gone
off if the physician or the physicist were called that this is
ten times the source strength. So, that's why it's inportant
to have a nedi cal physicist involved early in the course.

Now, this patient is still at risk for severe
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And

this happened in Chio at another institution fromthe other

two institutions in Chio. Region 3 asked ne to | ook at this

one. And 55 seeds in the bl adder.

t he bl adder is very common actuall

time of the procedure in the operating room vyou |ook in the

bl adder with a cystoscope and you take out any seeds in the

And now, having seeds in

y. The t

bl adder . There's no harmto the bl adder.

with the bladder. The problemis

i npl anted into the cancer. So the cancer

underdosed. At the tine, they decided not to reinplant the

hing is,

The problemis not

at the

that 55 of 190 seeds weren't

is about 30 percent

seeds. It appeared to be a urol ogist driven procedure.

| | ooked at the operating room notes,

t he nursing

notes, there was no evidence that the radiation oncol ogi st was

even in the operating roomaccording to the notes.

interviewed the physicist, | asked him

approach which is being advocated

or is it

nore a urol ogist,

And when |

is this a team

a

surgeon driven procedure and the radiati on oncol ogy depart nent

just supplies technical support?

He said the latter. It's

nore -- in that institution it's nore of a surgeon driven

procedure and the radiation oncol ogy depart nent

the technical support.

Now, the reason why that's inportant

i ntervi ewed the surgeon by phone,

he didn't

realize,

provi des | ust

is when |

nunber
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one, that the prostate was nuch too big for this procedure.
He didn't know what Qui mby inplant was. He didn't realize
that it's not just total dose that's inportant. Wth this
| arge -- this huge prostate which was nuch too big to be
i npl anted, nore than the guidelines, nore than the training
course woul d advocate, that the anterior rectal wall, a
greater surface area of the anterior rectal wall got that dose
and the urologist didn't realize -- he told ne he didn't know
that it's not just the dose that's inportant but the volunme of
ti ssue exposed to that dose. He didn't realize with the
bi gger vol une inplant because it is a Quinby inplant with
equal spacing of the seeds, that the urethra also got a higher
dose.

And here we have ny problemwith this case is
that it seemed as if sonmeone other than the authorized user
was maki ng deci sions which had inplications in ternms of
radi ati on safety and effect on the patient. And this is not a
turf battle. This is a radiation oncology brachyt herapy
procedure which is now being shared in a team approach with a
urologist. But in cases where the urol ogi st takes over a
procedure, the one and a half day training course he's gone
t hrough can't substitute for four years of radiation oncol ogy
training. And so, this is where | have the problem

The two -- the major issues, then, since |I'm

finishing way early, is one, what does the conmttee and the



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

162

NRC feel in ternms of when you're using therapeutic |evels of
i sot opes, not diagnostic, the role of the authorized user in
terms of supervision of the procedure. So, training and
experi ence.

And nunmber two, a bigger problemin terns of
brachyt herapy is that what constitutes a m sadm nistration in
a volume inmplant? 1Is it the -- if you, in this case, one-
third to -- according to the |icensee, according to the
urol ogi st and the radiation oncol ogist, according to them
one-third to one-half of the prostate cancer did not receive
any seeds. And so, they responded by maki ng up the treatnent
by giving the patient 4,000 rads of external beamradiation to
t he pelvis which they had not planned because part of the
prostate cancer didn't get treatnment at all.

It wasn't that 33 percent of the seeds were
uniformy in the prostate. Actually, half to two-thirds of
the prostate received full dose because all the seeds were
there. But there was a big, what we call a cold spot in that
one-half to one-third of the prostate received no seeds where
t he cancer was actually, also.

Now, because they added on this external beam
dose, which | think they were forced to do, the problemis
that part of the rectumis now going to get full dose fromthe
seeds and full dose fromthe external beam And so the

patient is at a higher risk of conplications. He's also at a
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hi gher risk for failure of his cancer treatnent.

But they didn't feel this was a m sadm nistration
either. They didn't feel that and is the definition of
m sadmi ni stration for brachytherapy for a volunme inplant clear
enough? | think it was -- | believed it was a
m sadni ni strati on because part of the target was m ssed and
because the dose was off by at |east nmore than 20 percent
because even if the seeds were uniformy distributed, if
you're m ssing 55 out of 190 just in ny head even though they
didn't send the dosinetry, that's 30 sone odd percent of the
dose, besides wrong site.

So, these are two -- these five
m sadnmi nistration bring in as to ny belief that the physicist
needs to have a nore active role. That the physicist is
essential. You can't have nucl ear nedicine technol ogi sts
ordering sources and verifying those sources are correct. And
that the authorized user has to assune the responsibility as
i censee for supervising the procedure. These are therapeutic
I sotopes and it's not because of any turf battle. This is
nmeant to be a brachytherapy procedure by radiation oncol ogi sts
which is now shared with the urol ogists on an equal basis in
t he operating room And the turf issue is not really the
Issue. |It's the issue would the NRC be confortable in a
nucl ear power plant setting with someone who is untrai ned and

is not licensed by the NRC, or identified by the NRC, running
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a nucl ear power plant. Do you think that the person
responsi ble for running those controls can wal k away and have
sonmeone from the nei ghborhood cone and take control of a
nucl ear power plant for part of the tine.

So, that's all | have.

CHAI RMAN SI EGEL: 3525 covers this, yes?

MR. CAMPER: Well, that's an interesting point.
I was going to say sonething about that.

The way we -- You said a couple of things that
I'"mstruck by. One is | sense sone issue of conpetency here
about the ability to properly, or | should say the inability,
to properly inplant these seeds. And that's -- would appear
to be a nmedical conpetency question which is not in our
pur vi ew.

By contrast, though, you said sonething early on
In your presentation that | was struck by and that is that the
urol ogi st was doing this, had the lead in doing this and that
t he oncol ogy departnment was sort of a tag along. Just sort of
there, if you will, to some degree. And that, of course, is
arguably contrary to the approach we take in our regulations.
Qur perspective is, and it's a conplicated one, and |I'l| get
back to your 3525 because it does have a direct bearing.

We currently issue the license to XYZ Hospital
And you have identified specific authorized users. One of

those m ght be a radiation oncologist. Well, our perception,
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when we issued that |icense, is of course that that radiation
oncol ogist is going to be actively involved in the kinds of
procedures and things for which you would be using those
materials. In this case, palladiumand I-25.

Now, it gets conplicated, though, in the sense
t hat 3525 tal ks about supervising. Thou shall supervise.
Thou shall follow. And so forth and so on. But clearly if
one goes back and reads the 87 statenents of consideration
fromthe last time Part 35 was revised, you'll find out sone
I nteresting | anguage in there. And it says sonething in
essence which says that practice of nmedicine laws vary from
state to state, et cetera. And that the authorized physician
user is the best position to determ ne the degree of
supervi si on which should be rendered.

Now, that translates then into the issue you have
here. What this m ght nean is that the authorized user in
guestion in the facility you were tal king about has determ ned
that that's the appropriate |evel of supervision for the
urol ogist to be involved in this. And if that's true, while
it's problematic to us, it doesn't seemto be working the way
that it's supposed to, certainly froma licensing standpoint.
We woul d need to do sonet hi ng about that, though, in
regul atory space to tighten up, if you will, or nore clearly
speci fy supervision requirenments. That's one observation.

And the second observation is obviously we don't
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i cense the urologist as an authorized user. And if it turns
out that the urologist is playing the lead role, is really
supervising the use and the inplantation of the seeds and the
surroundi ng staff, et cetera, et cetera, then it raises the
question of whether or not there should be a different
approach in ternms of the role of the urologist from an

aut hori zed user perspective in our world.

MEMBER FLYNN: What happens now is the patient is

referred by a famly practitioner to the urologist. |It's the
urologist's patient. It's only at his invitation, his or her
invitation, that the urologist will allow the radiation

oncol ogi st to even see the patient. Now, the one
m sadni ni stration, that |ast one, the radiation oncol ogi st
never exam ned the patient, talked to the patient, saw the
patient, until the time of the procedure where he got a phone
call and gave his okay. Because in sone cases it's a matter
of the authorized user being rem nded of what their
responsibilities are under the license.

| don't think that an authorized user shoul d be
allowed to maintain a license if they're not -- if they don't
realize their responsibilities in this regard in ternms of
maki ng sure that they have an adequate -- they supervise
adequately the procedure. Because, in the end they nust
realize they're going to be held accountabl e.

MR. CAMPER: You've raised sonething here that we
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westle with fromtinme to tinme and it's an issue that, if not
today, that at some point with the advisory commttee soon we
can explore this nore specifically as an agenda item But
this question of what's the proper role of the authorized user
Is something that we're going to have to re-examne clearly
when we revise Part 35 if not sooner if there's sone
conpel ling reason to do so.

But interestingly enough, if you |ook in Reg
Gui de 10.8, and it's only a guidance docunent, you'll find
t hat anongst the responsibilities, the so-called foll ow ng
special responsibilities of an authorized user, you'll see the
followng things. And the first one on the list interestingly
enough i s exam nation of patients and medical records to
determne if a radiation procedure is appropriate. Now,
that's not a regulatory requirenent but it's certainly
sonmet hing that we perceive is to be happening via the
aut hori zed user. And in your scenario that's clearly not
happeni ng.

And so, the next one is prescription of the
radi ati on dose or dose and how it is to be adm nistered.
Actual use of or direction of technol ogi st or other
par anedi cal personnel in the use of by-product material. And
then finally, of course, interpretation of results.

So, this is something we will need to explore and

get some advice fromthe conmttee with. | nean, what's w ong
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with the role of the authorized user in the scenario that
you' re descri bing?

MEMBER FLYNN: And now in nost places it's being
done correctly as a team approach, in nost places. And I'm
tal ki ng about -- Peter Gimmcouldn't be here and John
Bl asko's out of the country so Peter Grimm had to be up there
doing inplants in Seattle. He wanted to be here. But he told
me to pass on the word that he's very concerned because
they're getting phone calls fromtheir trainees. They trained
over half the people who are doing this. They're getting
calls fromtheir trainees saying, oops, this happened. What
do | do now. They're feeling-- He told ne to pass on the two
maj or concerns are, one, appropriate pre-planning and the
i nvol vement of a qualified medical physicist. Pre-planning
with a medi cal physicist and aut horized user. Nunber two,
qual ity assurance. That there are a |lot of problenms out
t here.

And I'monly passing this on because the NRC, in
terms of brachytherapy, brachytherapy is now nuch bi gger a
problemrelative to tel etherapy. And wi thin brachytherapy,
this could be the nbost common procedure in the next couple of
years. And a |ot of things are happening out there that
aren't being reported because of the -- the question as to
whether it fits the definition of m sadm nistration to be

reported. The one in Florida wasn't reported. And there are
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many things out there happening that aren't being reported
because the |icensees don't believe they' re m sadm nistration.
But they're like -- they're simlar to these. Maybe not as
severe in sonme cases but they're very simlar.

CHAI RMAN SI EGEL.: Doug.

MEMBER GRAHAM  Well, | guess the only
observation, given the pattern of cases in Chio, and I
under st ood your countenance that this is not a turf issue.

But had anybody revi ewed whether there are reinbursenent
| ocations specific to Ohio that m ght make this a nore
probably in that setting?

MEMBER FLYNN: It's not even rei nbursenent
issues. It's nore of personalities. It's a surgeon's
patient. He wants control over the procedure. It seenms |ike
a sinple procedure when you first do it but the surgeon's
aren't trained to realize the inplications as to selection of
patients, if they have other di seases whereby it puts them
nore at risk for conplications with radiation, or whether the
brachyt herapy process itself. And each -- Both the radiation
oncol ogi st and the surgeon actually get reinbursed | ess,
significantly less than if they do radical prostatectony or
external beamtreatnent. So this is a very attractive
procedure to sonme people because if it's nore effective, if it
has | ess conplications, and it's cheaper, this is exploding

ri ght now and you're going to see this explode a |ot further.
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MEMBER GRAHAM | understand on the | arge scale

it would appear to be nore cost effective higher quality, but
it's still the issue that you could have a situation where
within that | ower reinbursenent there is a nodel in which
there's a split reinmbursenent, where there's a defined role
for the radiation oncol ogi st and the surgeon, and they can
both submt billings versus -- and | have no idea. |'m
speculating Ohio m ght have a situation where they have

decl ared at some mmj or payer that the rad oncol ogi st has no
role. It's only a surgical procedure and therefore only the
urol ogist is getting paid. And therefore there's an economc
di sincentive for the authorized user to have as nmuch oversi ght
as they probably shoul d.

MEMBER FLYNN: | don't know.

MEMBER GRAHAM | don't know but | guess |'d want
to take a | ook at that.

CHAI RMAN SIEGEL: It's certainly possible Well,
I nmean, it's certainly possible that some third party payer
has made an arbitrary decision to that effect w thout having
all the facts.

MEMBER SWANSON: Isn't this truly a |licensee
managenent issue? | nmean, it seens that that's where the
issue really needs to be addressed at is that the license is
given to the institution and the nmanagenent of that

institution needs to address this issue.
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MEMBER NELP: WAs this a snmall conmunity hospita

or a broad license, or a big place?

MEMBER FLYNN: Two small community hospitals and
one maj or teaching institution.

MR. CAMPER: Well, in answer to your question,
Dennis, if you go back to the explanation |I was providing a
few m nutes ago in terns of this supervision issue. Then,
yes, arguably you could construe this to be a supervision
probl em on behal f of the licensee and that the authorized user
apparently is not properly supervising.

On the other hand, if it's a situation where it
continues, there's this trend where urol ogists seemto be
doing this thing absent an appropriate | evel of supervision,
then at sonme point | suspect we would have to take a | ook at
t hat and say what do we need to do about it froma regul atory
per specti ve. Because obviously if that continues and we have
-- if it's truly as depicted, and | have no reason to believe
that it wasn't. | think Dr. Flynn has properly characterized
it. That the supervision aspect of the authorized user is not
working. It's not working the way it's supposed in this
cont ext .

MEMBER NELP: We're tal king about one specific
i ncident out of -- a small nunber of incidents out of a |arge
number of therapies. And it's not clear to ne that the

i censee didn't do his job.
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MR. CAMPER: That's right.

MEMBER NELP: -- his expected responsibility.

MR. CAMPER: | would agree. And it may well be
t hat one of our next steps would be to nonitor these
m sadm ni stration and at sonme point in the near future devel op
an information notice about this question of supervision and
some of the exanples of sonme things that are happening.

MEMBER FLYNN: As | say, in nost cases it's a
t eam approach. But | think a bigger issue that's nuch nore
difficult is that I think the NRC -- I"'mnot sure if they've
deci ded what constitutes a mi sadm nistration in terns of a
volunme inplant. 1Is it the -- If the actual dose is 20 percent
different than the intended dose. Or--

MR. CAMPER:. Well, we are working -- on the case
t hat you were discussing, that you were the consultant on, we
are in fact -- we're at this very point. So | can't say. But
we are interacting with the Ofice of General Counsel and so
forth on this very case.

What | wanted to do, though, in that regard was
t ake advantage of having the collective group here and get
sone perspective fromthe commttee on that question. [f 1
| ook at the definition under brachytherapy for a
m sadmi nistration, it says, when the cal cul ated adm ni stered
dose differs fromthe prescribed dose by nore than 20 percent

of the prescribed dose. |'m assum ng that your prescribed
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dose in this procedure is prescribed for the prostate gl and
itself. 1Is that correct?

MEMBER FLYNN: There's different ways of doing
it. Some are prescribing it by the nunber of seeds and
activity per seed, and sone are prescribing it by a MPD, a
m ni mrum peri pheral dose. The prostate plus it may be a
mllimeter or so around the prostate. | don't know if Jeff
has any --

MR. WLLIAMSON: | think it illustrates sonething
very interesting about brachytherapy. And that's that there's
a real spectrum of precision, of target volunmes, that are
| ocalizable. |If one takes sort of the traditional approach to
| ow dose rate intracavitary brachytherapy, | nean, there
really isn't a well-defined target volune and the paraneter
that's often used is as sinple as the product of source
strength and tine. At the other extreme of the spectrum we
have three dinensional imging nodalities that are able to in
quantitative or maybe -- or at |east sem -quantitative form
specify a target volunme in advance.

And then you can sort of nmeaningfully ask the
question, how well did | cover that target volunme. And so it
woul d be sort of interesting to know for a | arge number of
cases what is the standard deviation. What is the statistical
di stribution of m ninmm doses? What is the statistical

di stribution of volunetric coverage of the predefined target
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volume? | think there are certainly -- it's not going to be
exact. | don't know since | have personally not been invol ved
in these -- in ultrasound gui ded prostate inplants what that
would be. | wouldn't be surprised if the error bar is on the

order of 10 percent or so.

MEMBER FLYNN: It's actually nmore than that. |
mean, sone parts of the prostate and in these thousand cases
up in Seattle, got 12,000, 13,000 as opposed to 16, 000. But
if they go back in and try to put nore seeds, they may be
I ncreasing the conplication rate. And because they' ve been
foll ow ng these thousand cases for five years now with good
control of the cancer, |ow conplication rate, |ow PSA, nostly
negative biopsies on all the cases, they feel that perhaps
al though the prescription was for 16,000, 12,000, or 13,000
was adequate because it did the job. And then you don't fight
Wi th success.

My question is how far -- sonme of these cases are
far off where they're actually m ssing the cancer. How off do
you have to be and | don't have a good answer.

MR. CAMPER: G ven that the course is going to be
dose the surrounding tissue and so forth, if you | ook at the
definition, and again, it conmes back to what do you nean when
you create your written directive or your treatnent plan, you
prescri be your dose? | nmean, if you |look, for exanple, from

our perspective under witten directive for brachytherapy, we
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have the prior to inplantation. W' re |ooking for the
radi oi sotope, the nunmber of sources, and source strength.
Post -i npl antation but prior to conpletion we're | ooking for
t he radi oi sotope, the treatnent site which is right where we
are, and total source strength and exposure tine, or
equi val ently, the total dose.

So this cones back to this question that when you
prescribe X nunber of rads to the treatnent site and then that
dose falls outside of the primary target which is the prostate
in this case, is that inconsistent with your prescribed dose?
What do you nean by prescribed dose? G ven that surrounding
tissue will be exposed, of course.

MEMBER FLYNN: The problemis that although you
may bi opsy the cancer in the right |obe of the prostate, there
could be cancer in the left | obe of the prostate. The target
-- the intention of all the physicians, the urologists and
radi ati on oncol ogists, is to treat the entire prostate. And
16,000 is the standard dose for iodine. 11,500 or 12,000 is
about the standard dose for palladium And everybody is using
t hose doses when they' re doing brachytherapy al one. They
di scount themif they use external beam and brachytherapy for
the nore -- little bit nore advanced | esions. But everyone --
that's their intention, is to treat the entire prostate. The
cancer could be anywhere in the prostate or throughout the

prostate. So the whole prostate has to be treated. It's a
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vol ume as opposed to a point.

MR. CAMPER: Intuitively when we see a dose
that's, say, 40 percent |ower than what was to have been for
the gland -- | nean, intuitively one | ooks at that and says
well, it's a msadm nistration. The gland got 40 percent of
what it was supposed to. The problemthat you get into,

t hough, is when you get into this world of what is the
treatnment site. |Is it, in this case, the prostate is the
primary target within a treatment volune, so do you relate the
treatnment volune at large, in toto, or do you relate only to
the subject gland within a treatnent volume? And this is the
I ssue we've explored before, this question of treatnment site.
And we skipped over it earlier. But it's sonething that
causes us a lot of westling with and we're westling with a
case right now. 1It's a tough call

MEMBER NELP: Are you intuitively concerned about
over adm nistration? | don't see why you would be
particularly concerned about under adm nistration in terns of
radi ati on, adverse radiation effects to an individual.

MEMBER STITT: Add to this --

MR. CAMPER: Well, the under adm nistration neans
that the patient is unfortunately undertreated. But he isn't
-- he isn't in danger in anyway directly by radiation.

MEMBER STITT: The thing that conplicates this

even nore is the doses you're tal king about, the tine period.
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That is, the fractionation is a year. And that dose of 16, 000
is over a year as an isotopic case. So add that into the
equat i on.

The other thing just to bring up for information
Is that this is a newsh technique. A newi sh way of putting
that isotope into the prostate. But prostate inplants with
i odine 125 have been done for 20 years. This is not new
It's just that the ultrasound gui ded process is new. So
there's a lot of background information. A lot of patients
have been treated. And the nore classic -- the ol der
technique is an open approach so it still involves a radiation
oncol ogi st who has control of those sources, or should have,
or else they're not practicing good nedicine, working with the
urologist. So this -- Although | certainly agree with Dan's
point. Because it's easier to do this and because the
popul ation's aging with the PSA et cetera, we any be seeing a
| ot nore of this technique. But this is an old isotope being
and used has been used for 20 years. And there is a lot of
results as far as local effects. Tunor control as well as
sequela with iodine 125 in prostate inplants.

MEMBER FLYNN: W th the old technique the patient
has general anesthesia, is opened, stays in the hospital for a
period of tinme. This is a -- patient's awake. The patient
wal ks in in the norning and wal ks out in the afternoon. Not

under general anesthesia. And it's a -- it's gaining in
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popul arity so rapidly that it's -- what's happening is that
there are so many conmmunity hospitals now that have, every
nmonth there's a training course now. Every single nonth
there's a dozen urol ogists and a dozen radi ati on oncol ogi sts
going through this. And so that it's hitting all the
community hospitals very rapidly. And so that you're going to
-- you shoul d expect nore problens being reported to you.

MR. CAMPER: I n answer to your question, Dr.

Nel p, we're concerned about both. The regul ation says that
dose differs by greater than 20 percent.

MEMBER NELP: But really what --

MR. CAMPER: Well, the reason is because --

MEMBER NELP: If | under treat a patient with
hyperthyroidism that's too bad. | nmean, but it's easily
correctabl e.

MR. CAMPER: Well, the reason is two-fold. One
i's because there can be negative consequences to under dosi ng,
not just overdosing. And secondly, again, go back to the
concept of what the m sadm nistration is supposed to be. It's
an error in the delivery process fromwhat you as a physician
prescri bed.

MEMBER NELP: But we were tal king about
i ntuition.

MEMBER BERMAN: |'d like to point out that

virtually all the m sadm nistration were associated with the
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wrong |l ocalization of where the seeds ended up. And | think
it's a circunstance where frequently an i mging speciali st
woul d be a useful adjunct to the team W tal ked about the
urol ogist. W tal ked about the radiation oncol ogist. W
haven't nmentioned the possibility of the inclusion of an
i magi ng speci alist such as the radiologist nore famliar with
the ultrasound or potentially the CT studies that woul d be
done to avoid m sadm nistration.

MEMBER NELP: And in this teamis typically the
ul trasound done by the urologist or do you have a radiol ogi st
in there, or ultrasoundographer?

MEMBER FLYNN: It's usually an experience
ul t rasoundographer. And it's usually -- the imaging probl ens
have occurred when people had just started to do the
procedure. Usually they're -- learning curve, yes. And
because they didn't have fluoroscopy. Because if they had
fluoroscopy in sone of the cases, they would have saw that the
needl es were far beyond the prostate. They had difficulty
interpreting the ultrasound imge. But the fluoroscopy,
there's no problem for interpreting where the needle is. It's
just there in front of you. You see it.

CHAI RMAN SI EGEL: So what does the NRC need to
do? Does the NRC need to generate an information notice at
this point to |l et people -- What?

MEMBER NELP: Ear to the ground.
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CHAI RMAN SIEGEL: O generate an information

notice to let the folks in the world be aware that problens
are being reported and that there's sone issues of concern
related to who has control over the radioactive sources and
the invol vement of the radiation oncol ogist, the invol venent
of the nedical physicist.

It also sounds to nme like there's a real need
here for professional organizations to sit down and hamer out
sonme standards. The Anmerican Neurol ogi cal Association and
ASTRO need to put a joint task force together and come up with
sone standards that say this is sonme -- this is a growing area
and it needs to be a team approach.

MEMBER FLYNN: That's what the group in Seattle
feels strongly about and they would -- one of them would have
been there if it was possible. But that's what they're
advocati ng.

CHAI RMAN SI EGEL: It seens obvious. That that's
a first starting place. On the other hand, |I'd hate to see
the NRC make a regulation right now that says it has to be a
t eam approach because there's no reason that a radiation
oncol ogi st who is properly trained in the surgical technique
couldn't do this procedure quite conpetently by him or
herself. And visa versa. A urologist who took the tine to
get the requisite training could do this procedure conpetently

as well working with a medical physicist.
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MEMBER WOODBURY: The CL group isn't asking for

NRC' s -- for nore regul ation now, are they?

MEMBER FLYNN: |'m not asking for -- | wouldn't
suggest regulation. But it's alnost to the point where soon
or later it may be an information bulletin mght be justified
just to bring it to people's attention, including to try to
recommend devel opi ng quality assurance and to define in their
own program what constitutes -- | should not use the word
m sadm ni stration, but an unintended deviation fromthe --
from what was pl anned.

MR. CAMPER: | assume you nean information notice
not bulletin?

MEMBER FLYNN: I nformation notice, yes.

MR. CAMPER: Because a bulletin, of course, is a
different vehicle. A bulletin requires typically that
i censees do specific things and respond whereas an
informational notice is sinmply that. |It's informational.

CHAI RMAN SI EGEL: You know, | have always had a
generic problemrelated to these surgical procedures
understanding in ny own m nd what constitutes a
m sadm nistration if things don't cone out the way you
intended. On the one hand it's obvious to ne that if |
prescribe by witten directive 10 mllicuries of 1-131, and
t he technol ogi st gives the patient 100 mlIlicuries of I-131,

that ny directions weren't being followed. On the other hand,
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if I say it's nmy intent to put these seeds in the place where
the prostate's going to get 12,000 rads and because of
what ever cane up during the course of the surgical procedure
it didn't cone out right, I"'mstill the one who was doing it
and | thought I knew what | was doi ng through the whole
surgi cal procedure. |Is that a msadmnistration? Does that
really capture what you nmeant or is that now getting strictly
to the professional conpetence issue which may or may not be
sonet hing the NRC wants to be involved with?
MR. CAMPER: Right. Well, we certainly don't
want to be in the conpetency question. And historically there
have been cases where seeds during inplantation m ssed the
prostate gland. And that was viewed as nornmal consequence of
the procedure. But that's distinctly different than what's
happeni ng here. Here you're having, in the one case for
exanmpl e, every seed was outside the prostate gland. Then the
guestion we would ask you is, is that consistent with the
normal standard of practice. And | think I know the answer.
MEMBER NELP: | think the answer is this is

sonet hing new. There's a trenmendous |learning curve and if it

follows the pattern of behavior and practice, it will inprove
and self regulate itself. Percentage-w se, these should be
very small.

CHAI RMAN SI EGEL: | actually agree.

MEMBER NELP: So | say watchful waiting.
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CHAI RMAN SI EGEL: | think we --

MR. CAMPER: |s that the -- watchful waiting as
opposed to information notice? 1'd like to get --

CHAI RMAN SI EGEL: Aren't they sort of related? |
mean, | think information --

MR. CAMPER: A del ayed information notice?

CHAI RMAN SIEGEL: No. No. An information notice
doesn't --

MEMBER NELP: It's a watchful information notice.

CHAI RMAN SIEGEL: No, | nean | think an
i nformation notice to nake the community aware that you' ve
started to get sonme reports froma new procedure that there
are sone problenms will heighten awareness and while you still
are little gray in ternms of your own definitions about what
constitutes a msadmnistration. | know that's a problemto
still be gray but I think you need sonme nore data before we
start tweaking regul ations.

MR. CAMPER: All right. What we would do, then,
Is we would develop an information notice with the assistance
of Dr. Flynn. W would ask himto work closely with us on
that. And for that matter, Dr. Stitt or any other nenbers of
the commttee that would provide input on that.

CHAI RMAN SI EGEL: AIl right. Let ne ask a
| ogi stical question now because we've got a tough one. W are

now 15 m nutes past the time we were supposed to break for
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l unch. Trish thinks she probably has anywhere between a half
an hour and another hours worth of things. And she has to
| eave this afternoon at 2:30. So --

And are you here tonorrow, Trish?

DR. HOLAHAN: Yes, | am

CHAI RMAN SI EGEL: What do you think? How do we
want to juggle this agenda to try and --

MR. CAMPER: Jan is suggesting that the
di scussi on of Reg CGuide 10.8 tonmorrow norning will not take
two hours.

CHAl RMAN SI EGEL: | agree.

MR. CAMPER: Perhaps we could try to make an hour
toward the brachytherapy in the norning and an hour toward
your presentation?

DR. HOLAHAN: That's plenty.

MR. CAMPER: Wbuld that work?

DR. HOLAHAN:  Yes.

CHAI RMAN SI EGEL: | think that will work better.
So | think what we'll do now is break for lunch in a nonent.
Plan to get back here -- Let's split the difference. Let's
get back in an hour. And then we'll work through the

afternoon' s agenda and take it fromthere.
So, barring anything else, we'll adjourn for
| unch and see you in an hour.

(Wher eupon, the hearing was recessed at 12:29
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A-F-T-EFR-N-OON S-E-S-S-1-ON

(1:40 p.m)

CHAI RMAN SI EGEL: We are back on the record.

We're juggling again, because we've got |ots of
different folks who -- well, but we still |ove you.

(Laughter.)

Lots of different fol ks who've got to sort of be
in and out, and so what we're going to do is between now and
2:30 we're going to try to work through a few nore of Trisha's
questions, while we can still get them-- while Drs.

W lianmson and Brezovich are here.

So, Trish, those that are nost physics rel ated
are the ones we should focus on, and we'll do sone additional
catch-up tonorrow. We've got to do Bob Ayres' stuff briefly
some time this afternoon because he won't be here tonorrow,
and then we'll just work through it. And we have to end up
being here a little later than 5:15, that's life in the big
city.

So, Trish, I know we gave you about 10 seconds
notice to take the stage again, but we're ready whenever you
are.

MS. HOLAHAN: | believe in being flexible.

CHAI RMAN SI EGEL: Good.

MS. HOLAHAN: Okay. I'mgoing to try -- and |

may sort of flip through the slides as we're going, but sone
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of these sort of are the nore physics rel at ed.

This one is, again, one that | hope won't be too
|l engthy, is the use of portable shields. Currently, within
| i censi ng gui dances for |ow dose rate renote afterl oaders,
portable shields are allowed. But for medium and high dose
rate renote afterl oaders, they are not authorized for use with
t hose, except on a tenporary basis if they're maki ng changes
to the facilities.

And the question related to that is, should NRC
consi der the use of that -- of portable shields? Sonme
| i censees have proposed sonehow fixing the -- fixing
temporarily the portable shield. O, what are the safety
i nplications associated with that?

MEMBER STITT: M notes are very explicit. They
say, "I have no idea. Ask physics."

(Laughter.)

MS. HOLAHAN: I'mglad | did that one today.

CHAI RMAN SIEGEL: Dr. WIIliamson, do you have an

opi ni on?

DR. WLLIAMSON: Well, | do have an opinion,
actually, and it's -- | guess it's rare | don't have one. |
woul d say on a routine usage, i.e. in an HDR facility that's
meant to be nore or |ess a permanent one, | would say for that
strength source it's rather ill-advised, both on practical

grounds and safety grounds.
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| think that, you know, one m ght inmagine certain
applications of high dose rate irradiation, such as
i ntraoperative radiati on where, you know, maybe there's sone
sort of a conprom se that has to be nade between pati ent
wel fare, i.e. schlepping the patient back and forth fromthe
operating roomwhile the surgical wound is open, you know,
versus having the best shielding.

So one mght in -- you know, under very specific
ci rcunst ances where patient welfare outwei ghed the benefit of
t he, you know, sort of very conservative safety factor that
structural shielding offers have perhaps an out, you know,
under that circunmstance. But | would not think under routine
conditions for a permanent facility it would be w se.

CHAI RMAN SI EGEL: Any di sagreenent with that
concept? Ckay.

MS. HOLAHAN: This is another issue that
Dr. WIlianson addressed a little bit in his comments this
norning with regard to the facilities and the access to the
HDR unit. These are the current |icensing guidance
requirenents in ternms of what an HDR treatnent room nmust have,
to include mechanisnms to allow only one device to operate at
once, and the permanent radiation nonitor being nmounted as
wel | as electrical interlocks.

And | guess the question is is should NRC codify

these within the requirenments?



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

189
CHAI RMAN SIEGEL: And | think we actually have

answered that at a previous neeting where we basically
suggested that just as teletherapy facility requirenents are
codified, HDR facility requirenments should be codified. Does
the Commttee recall that we did that at a prior -- two or
three nmeetings ago, or am| the only one? That's okay, too.
We can find it in the m nutes.

MS. HOLAHAN: | believe it was the | ast neeting
that we did ask the general question. Ckay.

CHAI RVAN SI EGEL: Does anyone have any probl ens
with this? | nmean, this -- again, it seens |ogical that we
want to nmove away from gui dance and towards regul atory space
on this kind of stuff. Okay? That was easy.

Dr. WIIlianmson?

DR. W LLIAMSON: Well, | would agree with high
dose rate. | think the issues with pul se dose rate,
especially when it cones to the structural shielding, maybe
that will be dealt with later or a little different.

MS. HOLAHAN: Yeah. 1[1'd like to, if possible,
deal with pul se dose rate separately than the high dose rate.
Okay?

CHAI RMAN SI EGEL: Ckay.

MS. HOLAHAN: Ckay. | just junped.

CHAI RMAN SI EGEL: That's fi ne.

MS. HOLAHAN: Ckay. The other issue is in terns
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of survey instrunments. Currently, licensees are required for
brachyt herapy to have both a radiati on neasurenment survey
i nstrunent and a radiation detection survey instrunment.
However, in terns of release of patients following a tenporary
i npl ant, the patient survey nust be conducted with a radiation
det ection survey instrunent to ensure that all sources are
removed.

VWhen Bulletin 93-01 was issued follow ng the
i ncident in Indiana, Pennsylvania, NRC recommended at t hat
time that the surveys associated with the HDR devi ces be
performed with the radiati on nmeasurenment survey instrunent,
primarily because of the concern that if the source was out
the radi ati on detection survey instrunents could peg and you
could get -- would actually not detect that the source was
out .

And it does conflict with the requirenents of
35.404(a) for patient surveys, so we have allowed |icensees to
use the other survey instrunment. And | guess the question is
If there's a need to clarify Part 35 to -- with respect to the
survey instrunents. For exanple, should the licensee be
all owed to choose the nost appropriate instrunment for the
particul ar use, or if there's any recomendati ons or concerns
as to which survey instrunment is better in terns of the HDR
surveys.

CHAI RMAN SIEGEL: | guess I'ma little bit
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confused by the technical problem in that | ooking at 35.404,
at | east current |anguage --

MS. HOLAHAN: Do you nean there?

CHAI RMAN SIEGEL: Right. And a detection
instrunent is just -- is conceivably sonething that could just
have a binary response? \Whereas, a nmeasurenent instrunment --

MR. AYRES: The problemis the detection
instrunment is -- this is Bob Ayres with the staff.

CHAI RMAN SI EGEL: But use the m crophone so the
transcriptioni st can hear you, Bob.

MR. AYRES: The problemis the detection
instrunent is a lower sensitivity instrument and is normally a
GM tube, and there was concern about it saturating, which
woul d give a zero indication in a high radiation field. | was
responsi bl e for the measurenent instrunent which is nornmally
an ion chanmber and it doesn't saturate high radiation field.
That was the issue.

CHAI RMAN SI EGEL: Fine. | nean, it seenms to ne
that if they could have a fal se negative response under
circunstances where there's a high field that you probably
needed to change the rule to make it clearer

MEMBER WAGNER: But | guess | would leave it a
little nore sinple than what's stated up here. It seens to ne

that the regulation on the instrument could read that it

shoul d not give a fal se reading at exposure rates above 100 nr
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per hour. That woul d nean that other types of instrunents
woul d al so be useabl e.

CHAI RVAN SI EGEL: Say that again, Lou.

MEMBER WAGNER: It's just that the regul ation
shoul d be that the instrument that's used should not give a
fal se readi ng at exposure rates in excess of 100 nr per hour.
That is, the data will peg; it could peg.

MEMBER NELP: That's pretty obscure.

MEMBER WAGNER: Well, the problemis -- the
problemis is | don't see that it's necessary to know exactly
what the rate is once you get above 100 nr per hour. You know
you' ve got a big problemthere, and you' ve got to search that
probl em down. Now, |'m not sure that there would be any nore
information to be obtained. It m ght give you a broader scope
of instruments that you could use.

If that thing pegs |like she described, you know
you' ve got a high rate. The problemthat she was referring to
is the fact that it never left its zero mark. It was so
saturated it gave a reading as if nothing was there. That was
t he problem

MEMBER NELP: But why don't you address
saturation?

MEMBER WAGNER: That's what | just said, is that
it did not give a false reading at rates |less than 100 nr per

hour .
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MEMBER NELP: | thought you said it shouldn't

saturate.

MEMBER WAGNER: Wel |, either way. Yeah.

DR. WLLI AMSON: There are radiation detection
instrunents with ranges up to 1,000 nr, and that is what we
prefer to use as a very wi de range detection instrunent that
can read down in the mcroroentgen range, as well as up to
1,000 ntr. So | think you should -- | |ike your suggestion of
an appropriate instrunment that does not saturate at the high
exposure | evels expected around an HDR source.

MS. HOLAHAN: Yeah. And | think that was what we
were trying to clarify is that currently the detection survey
instrunent that's required only goes to 100 nr per hour.

Ckay? Moving through these nmuch nore rapidly.

OCkay. Again, with the licensing guidance, P&GD
86-4 -- for anybody who is not famliar, it's the current
i censing guidance for renote afterl oaders -- is there's a
requi rement for various quality control checks and
calibrations to be done by the |icensee's authorized
physi ci st, which gets back to the earlier point that the
physi ci st woul d have certain -- a certain role.

These are very simlar to the requirenments that
are already in Part 35 for teletherapy -- basically, nonthly
checks, source positioning, accuracy, and linearity. And, in

addition, there's a requirenment in the guide that |icensees
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must confirmthe source honogeneity for each source contained
in the device.

Now, there have been comments received fromthe
medi cal community that this particular requirement is
burdensonme because the sources have now becone so snall that
for the majority of licensees it's very difficult for themto
do the source honogeneity. These are sone of the questions
that |1've got as a result of this.

First of all, should we, again, codify by
regul ation a QC check simlar to those required for
tel etherapy, in ternms of the nonthly required checks?

CHAl RMAN SIEGEL: Are you limting this to HDR
al one, or is this all RAL brachytherapy?

M5. HOLAHAN: This is -- currently, in the
licensing guide it is all renote afterl oader brachytherapy.
Is that correct, Bob?

MR. AYRES: Partially.

MS. HOLAHAN: Ckay. Sorry.

MR. AYRES: Again, Bob Ayres with the staff. The
one that isn't is the calibration. For long-lived sources in
| ow dose there isn't that --

MS. HOLAHAN: Ckay. That's right.

MR. AYRES: ~-- the calibration requirenment. Most
of the rest of it is.

MS. HOLAHAN: Thank you.
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CHAI RMAN SI EGEL:  Okay.

MS. HOLAHAN: So, again, should we proceed the

route that -- in ternms of codifying it?
MEMBER STITT: Well, | think in general we've
been making those statenents that we should. 1'd |ike to hear

t hose physicists who do high dose rate and renote afterl oadi ng
tal k.

DR. W LLI AMSON: Well, | think it's not
I nappropriate to have some nention in the regul ati ons of
appropri ate acceptance testing and quality assurance. | guess
| find sone of the specific tests in the appendix to be very
rigidly defined. 1[It to nme is not obvious that the precise
frequencies that you' ve specified are necessary, and there
m ght be alternative ways to do it.

| guess my overall suggestion would be that this
I's sonething that could be successfully pursued, you know, by
NRC i nvol venment and di scussion with the -- for exanple, the
appropriate task groups in the AAPM The AAPM task group -- |
believe it's 56, brachytherapy code of practice, is working on
sone recomendations for protocols for acceptance testing,
comm ssi oni ng, and periodic QA

And | think, you know, the advantage of working
through that is is that there would be -- you know, the
physi cs comunity woul d have an opportunity to have detail ed

i nput into these things and be able to build in a certain --
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you know, a desirable level of flexibility.

MS5. HOLAHAN: Yes. As | mentioned earlier in the
day, what we are also | ooking for and sort of seeking input on
is the standards that are out there and what are currently
bei ng devel oped. | know that a nunber of the societies are
devel opi ng standards in various areas, and | think where there
are standards is simlar to the way that in the tel etherapy
regs. we reference TG 21 is we could consider doing that type
of activity in the brachytherapy arena.

DR. W LLI AMSON: Yeah. Just, you know, for
example, | think one could argue about the utility of nonthly
testing and whether, you know, | think sort of the m ninmm
frequenci es of some kind of testing problem in ny mnd --
speaki ng as a working physicist -- would probably be annually,
quarterly, and daily, and there are different ways you can
split up sone of the -- address sonme of the concerns that are
in the nonthly test, in the daily test, and so on.

So it's sort of a very detailed kind of thing
that coul d benefit by sonme detailed discussion with the, you
know, appropriate professional conmunity.

MEMBER STITT: Again, | think in general we
shoul d nove fromwhere we are to bring this into the
regul atory | anguage. | think it would be inappropriate to
have an NRC |isting of quality control checks, calibrations, a

cal endar of this or that, and find that that's sonewhat
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different than the national standards that are in progress
ri ght now.

And the folks witing the standards are not just
i sol ated groups that aren't speaking. They are actually
pulled fromall of the national groups -- physicists,
physi ci ans, etcetera. So if we can put a qualified yes or
sonething to that question, that m ght be reasonable.

MS. HOLAHAN: Ckay.

CHAI RMAN SIEGEL: But a qualified yes is

reasonabl e because once there's really intent to put things

into regulations, there will be a need to generate sonme sort
of a consensus that makes sense, and that will conme by way of
things |i ke workshops, | suspect, and you've got a bunch of

those in mnd, as well as further discussions with us and the
public comrent peri od.

So there's plenty of opportunity in the process
of getting this into a rule |anguage to get the rule to match
what is current standard.

MS. HOLAHAN: Ri ght.

CHAI RMAN SIEGEL: | don't see a problemwth it.
| just think you should go forward.

MS. HOLAHAN: Ckay. And then the other question
that | have while, you know, we have our physics nenbers here
with us is, should NRC require confirmation of the source

homogeneity of -- for sources contained in renote afterl oading
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devi ces?

CHAI RMAN SI EGEL: Jeff or lvan, either one?

DR. WLLIAMSON: Well, | would say no, because
there is no practical way to do it for a high dose rate
source. In fact, there's very scant literature on howto
quantitatively assess source honogeneity, even for LDR
sources. Certainly, taking autoradi ographs and transm ssion
radi ographs can give you an idea of, you know, are there gross
probl ens and deviations from structure? But, you know, nobody
has really validated that you can show by | ooking at a contact
aut or adi ograph that the source is honobgeneous within 10
percent .

Hi gh dose rate has the problemthat you can't
manual | y mani pul ate the source and get it in good contact with
films, and so on, so | would, you know, say no. |It's
certainly not something that's standard or practice. | don't
bel i eve there's any indication that there is a problemwth
the current generation of sources, so I'mnot -- |I'mnot sure
It would show anything very interesting.

We' ve done sone research work with it and found
that the source construction was very close to what was
specified at the degree of dose anisotropy that we neasured,
was very close to that which was theoretically predicted from
t he design, so I'mnot sure there's a real problem

CHAI RMAN SI EGEL: Isn't this nore a front-end
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certification problem to nake sure that the -- the source
manuf acturi ng process has got the appropriate honpgeneity
checks? O are these things changing as a function of tinme?
| guess partially |I'm asking that question out of stupidity
here, so | don't -- | don't understand the issue.

Jeff, can you help ne?

DR. WLLIAMSON: Yes, | think I can. | was
speaking with Bob, actually, before the neeting, and the
concern originally arose over the ol der design. Correct ne if
" m m squoting you, Bob. That the original sources were nmade
of little pill-shaped segnments and di sks, and | guess there
was the concern that maybe sone of the disks could be blank or
sonething like that.

Now t hey' re made out of a solid extruded piece of
metal, and, you know, | think the way sort of these netal
all oys are made the Iikelihood of there being any
i nhonogeneity or cavities or things in a pure chunk of, you
know, irridiumwire is extrenely renote. The whole wire is
inserted into a nuclear reactor, and the degree of
het erogeneity of the activity distribution within the source
woul d be related to the uniformty of the neutron fl ux
di stribution over this little tiny three-and-a-half mllineter
ar ea.

So | don't think it's a -- given all of the

probl ens that we have to deal with in the clinical world, this
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is not like high on the agenda of things that we need to test
in practice.

CHAI RVAN SI EGEL: And ny follow up question is,
is the source honpgeneity variability in dose delivery
rel evant when you consi der biological variability? Have there
been real problens related to source honogeneity in current
practice that anyone is aware of? Judy? Dan?

MEMBER STI TT:  No.

MEMBER FLYNN: No.

CHAl RMAN SI EGEL: Either of you? Ivan?

MR. BREZOVICH: | nean, | would say the way the
sources right now are constructed it's not a problem Mybe
t here should be sonme discretion left to the physicist. But if
he suddenly conmes out with a totally differently designed
source it may becone a problem but not to codify it so that
we have to do it when we know there can't be a problemis
unnecessary.

CHAI RMAN SI EGEL: Ckay.

MR. CAMPER: | have one nore question. | want to
make sure | understand what |'m hearing on this question of
acceptance testing. | get a clear signal that you favor the

i dea of codifying due diligence, and what have you, but wth
regards to accepting testing itself being included within the
quality control checks.

Now, two things about acceptance testing. Nunber
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one is not everyone knows how to do them There are sone
standards out. One can bring to bear NEMA consi derations.

One can bring to bear certain AAPM guidelines. But, you know,
the actual format to be used in conducting an acceptance test
can be problematic. Not everyone knows how to do it.

And for those who don't know how to do it,
they're going to find someone and pay soneone who does know
how to do it. And the cost for conducting an acceptance test
on a device like this would probably run $3,000, $4,000, or
$5, 000, sonething on that order.

So | guess ny question, then, with that in mnd
Is, is it appropriate that acceptance testing would be a
requi rement within quality control checks? What's the feeling
of the Commttee on that?

CHAI RVAN SI EGEL: None what soever.

(Laughter.)

DR. W LLI AMSON: What do you nean by "acceptance
testing"?

MEMBER STI TT: Yeah. | am confused by your
questi on.

MR. CAMPER:. Well, | nean, classically, you're
taking a device, having it undergo an i ndependent eval uation
by a physicist or an engi neer of your choice, not a
manuf acturer's enpl oyee, foll owi ng whatever guidelines are

available. And this is what |I'm saying. There are some NEMA
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speci fications that have a bearing. There are sonme AAPM

gui del i nes that have a bearing. And in sonme cases, AAPM has
gone further with certain nodalities than they have in others
in defining specific acceptance testing criteria.

But basically, what you do -- and it has gotten
better over time -- is you conme up with -- a physicist cones
up with an appropriate set of criteria, to see to it if, in
fact, the device functions according to the manufacturer's
specifications. And in many cases, not necessarily HDR s, but
many i magi ng devices, for exanple, do not, will not neet the
manuf acturer's specifications despite their literature.

And what |I'msaying is is that an acceptance test
is not just sonmething that does one just like that. And,
therefore, the idea that we would require that -- is it a good
thing to do? Clearly --

MR. BREZOVI CH:  Yes.

MR. CAMPER: But a requirenent is yet another
t hing, because |I think there are sonme costs involved and we
have to be concerned about cost in our regulations.

CHAI RMAN SIEGEL: |If we're tal king about the

entire device here, | mean, the Food, Drug, and Cosnetic Act,
as anmended, is designed to allow one to believe -- and
"believe" is the operative word -- that if you buy a device

that's supposed to do sonmething that it will do that, and that

whet her you need to go a step further by requiring acceptance
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testing is not at all clear to ne.

You know, | think the FD&C Act is doing the job
here. | think prudent purchasers do acceptance testing to do
t hose fine checks on specifications, but the question is is
whet her fine checks on specifications are the issues that are
going to be addressed by the kind of acceptance testing the
NRC woul d be concerned with, which would be maj or device
failures, | think.

Jeff, do you have a coment?

DR. W LLIAMSON: Well, | think the issue of what
acceptance testing neans is kind of ambiguous in this
di scussion. | think there is a sort of |evel of very
ext ensi ve acceptance testing that can't be done in the field
non-destructively. There are sorts of things the vendors do
in terns of, you know, testing each individual bit of hard-
wi red code and sinulating all of the different hundreds of
internal error states the machine is supposed to be able to
check. We can't, obviously, do that in the field.

| think it would be nice to do a little nore than
we do, but | think acceptance testing, as understood in the
medi cal physics community, involves basically independently
assessing things |ike the degree of positional accuracy that
can be achieved for the different types of applicators that
woul d be used, | ooking at some very -- sonme critical responses

to sinul ated safety problens, those that can be done, again,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

204

safely and non-destructively with respect to the piece of
equi pmrent, a few other -- you know, so it's not that much nore
extensive, really, the list fromwhat is specified in the
routine quality assurance testing. |It's basically a slightly
expanded superset.

The AAPM Joint American Brachyt herapy Society,
task group 56, is going to, you know, basically come up with a
recommendati on of what is the sequence of testing that should
be done. And | think, you know, Larry is right. At the
monent, | don't think there exists, you know, conplete
unanimty in the community exactly how to do this.

MR. CAMPER: Yeah. | nean, from our perspective
-- | mean, let's play this out. Let's say there was a
regul atory requirenent, and it would say that, "The HDR device
wi Il | undergo acceptance testing to neet the AAPM what ever, or
it's equivalent,"” for exanple. And then the AAPM or whatever
organi zati on, would need to devel op the acceptance testing,
and then this could be enbodi ed within guidance, and so forth.

That can probably be gotten to, and certainly
froma regul atory standpoint we should be using whatever
acceptance testing criteria of an industry standard that
exi sts.

But stepping back fromthat, if one assunes
that's how it would go, this fundamental question of should

acceptance testing be a requirenent, the reason | ask it in
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the way that | do is it does carry with it, | think, arguably
a significant burden to the regulated conmunity, in terns of
either being able to performit, to satisfy a regulatory
requi renment, and/or perhaps a cost burden.

CHAI RMAN SI EGEL: Yes?

MR. BREZOVICH: | just wanted to point out with
i near accelerators, which are of course nore conplicated than
HDR, there the manufacturer very clearly says the final
responsibility for its use is up to the physicist. So not to
require -- | nean, that's part of when you purchase it. It's
part in the specifications. So the question is, is an HDR the
only -- that much sinpler that we don't need any of that?

"' mnot sure | know the answer, but sone kind of
a test I think should be -- maybe it should be just before you
put it in operation you do your nonthly check or sonething.
Vhat | want to prevent is that a unit gets fromthe
manuf acturer into a clinic and sonet hi ng goes wong which
happens during the transport, and so on. So that by the tinme
of its first nmonthly check, some people nmay al ready have been
treated incorrectly with it.

CHAI RMAN SI EGEL: Surely the manufacturer does
sone checks on the device as it's installed at your facility
and says, "It is perform ng according to specifications. Here
is our certificate that says so." They do, don't they?

MR. BREZOVICH. Well --



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

206
CHAI RMAN SIEGEL: It just doesn't come in a box

and you unpack it and get your screwdriver out and put it

t oget her.

MR. CAMPER: Two observati ons.

CHAI RVAN SI EGEL: | hope not.

MR. CAMPER: Well, two observations. One,
soneone brought up the FDA earlier. | nmean, if I'"'ma

manuf acturer and | want to produce a teletherapy unit, or an
HDR unit, or a CT unit, | go to the FDA and | seek approval
for this device. And | undergo the review and approval
process, and |I'mgoing to build, you know, nodel XYZ HDR
device. That's fine. Then, you have approval to go do that.

But that doesn't nmean that serial nunber 2204 of
t hat device that you end up with in your shop functions the
way it is supposed to. And the value of doing an acceptance
testing is seeing that your unit neets the manufacturer's
specification and perforns according to the established
criteria.

CHAI RVAN SI EGEL: GWP should inply that serial
number 2204 is functioning according to specifications.

MR. CAMPER: | understand. But the reality of
the matter is is that not all devices performaccording to the
manuf acturer's specifications.

MR. BREZOVICH. Yes, | strongly agree with what

Larry sai d.
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MEMBER STI TT: I think we should | ook at a

qualified yes |Iike we've done before. But | think we really
ought to look to the direction of the groups that are spending
a lot of time and effort putting specifics into this topic --
that is, the task force, the AAPM etcetera.

DR. W LLIAMSON: | woul d suggest sort of hol ding
on taking a final action because the task group is in
progress, a draft exists, there should be -- it should be
clear in the next six nonths what the final recomendation is.
It my well be that the additional m | eage gotten out of an
acceptance test -- testing versus what one would do on a
quarterly basis, let's say, may be very mninmal. And the kind
of yield that you would get would be not at the catastrophic
| evel of error but at the sort of three/four mllineter |evel
of source positioning, and stuff like that. That's where |
suspect it would make a difference.

| certainly have found, despite what the vendors
say, deviations fromthe performance, even of these relatively
sinpl e devices |like the high dose rate, and it has had i npact
on the way they've designed -- had to redesign and reengi neer
some of their accessories.

CHAI RMAN SI EGEL: Ckay.

MS. HOLAHAN: Ckay. All right. [I'mgoing to --
again, with the safety checks and things like that that are in

| i censi ng gui dance, again, | think we've sort of gotten an
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i ndi cation that you think, yes, go ahead through the

rul emaki ng process and we'll get coments as we do that. So
" mgoing to nove on now to relocation of renote afterl oading
devi ces.

Currently, licensees are authorized to nove LDR
devices to patient roons, provided they have the appropriate
portabl e shielding necessary. But the novenent of PDR, MDR,
and HDR devices is restricted to the specific -- or the use is
restricted to a specific roomdescribed in the application.
And relocation of the device to another roomrequires prior
NRC approval .

The question is -- and the question has conme up
as to whether or not |icensees can nove their device from one
roomto the next and have two roons that they can use not
si mul taneously, but in the same day and nove it back and forth
thenmsel ves. So the question is is what are the safety
i nplications of relocating an HDR renpote afterl oadi ng device
within the licensee's facility?

And again, and this is following up on sone of
our earlier discussions with standards, have standards have
been devel oped to provide sone specific guidance on this issue
as to what woul d be expected once the device has been noved?

CHAI RMAN SIEGEL: And the primary issues are
related to the Part 20 requirenments --

MS. HOLAHAN:  Well, not just the Part 20
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requi rements.

CHAI RMAN SI EGEL: -- about what the dose rates
woul d be, or are you nore concerned about the machi ne not
wor ki ng right because it was physically noved from Point Ato
Poi nt B?

MS. HOLAHAN: Yes, the latter. It's nore as to
what needs -- do certain checks need to be done on the machine
following its novenent, or should it even, you know, be
consi der ed?

CHAI RVAN SI EGEL: Well, | nmean, in a way it's
sort of akin to what you have to do with a dose calibrator.

If you nove it to a different |ocation, you have to do sone of
the safety checks that are required on an annual basis on the
dose calibrator when it's moved. And if there is, in fact,

t he opportunity for a machine to mal function because it has
been physically noved, it seens reasonably prudent that you
ought to check it.

Now, what | don't know is, do they malfunction
when they' ve been noved? Jeff?

DR. W LLIAMSON: Yeah. | guess I'd like to nake
maybe two or three comments about this. | think I would
di stingui sh between two sets of issues. One is a
manuf acturer's issue. |Is the machine designed to w thstand,
you know, the additional stress, vibrations, etcetera,

accidentally bunping into a wall, without it, you know, going



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

210

haywi re or producing a hazard? M inpression is that the
devi ces are, although maybe the Nucl etron and ot her vendors
may want to comment on that.

The second issue, does it work properly once it's
noved? | actually think the response of NRC, initial
response, saying, "This is a reinstallation and requires a
vendor to be on site and reinspect the machine,"” and so on,
that's really overblown, | believe, and greatly exagger ated.

Movi ng, for exanple, the Mcroselectron HDR from
one roomto another would entail unplugging the power,
unpl uggi ng the machine fromits cabling harness, doing the
same for its console, and basically trucking it to the new
room and plugging it in. Does it always work? Well, you
know, what the vendor would essentially do is what we woul d
do. They would go through a daily quality assurance protocol
that woul d check, one, does the nmachine function?

If there's a problemw th that nulti-strand cable

being properly seated in its socket, you'll know very quickly.
And so, you know, | don't think there is a very serious
question here regarding functionality. | think it would be

appropriate to say that if it is nmoved fromone |location to
anot her the agreed-upon daily quality assurance protocol
shoul d be repeated in that new site before you go ahead and
use the device for treatnent.

We' ve had nmuch experience noving the little
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brot her of HDR around -- the PDR. We've noved it many, nany
times, and we've never had a probl em

MEMBER QUI LLEN: Isn't this argunment or
di scussion related to the nmobil e HDR?

MS. HOLAHAN: That's the next issue. | nean,
this is not devices that are manufactured as a nmobile or
transportabl e.

MEMBER QUI LLEN:  Ckay.

M5. HOLAHAN: This is the standard devi ce.

And currently, you know, we'll allow the novenent
of the transportable device. But again, as Dr. WIIlianmson
I ndicated, is that a device when it's noved is considered a
reinstallation to NRC.

CHAI RVAN SI EGEL: But your licensing requirenment
t hat you know exactly where it's |located, that relates to Part

20 requirements. You want to know what the --

MS. HOLAHAN: Well, it relates nore than to just
Part 20, because for -- within the HDR |icensing gui dance, we
require a description of the facilities as well. So when we

ask for the area of use, we're also ensuring that the
facilities have everything that is required in ternms of the
viewi ng system the interlocks, the nonitor. So on the
|'icense application and the license it will list the area of
use as a specific room

CHAI RMAN SI EGEL: And | guess the next question
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-- practical point of viewis how often a new room of use
woul d pop up in an institution, such that you couldn't provide
the information to the NRC in a reasonable tinmefrane.

DR. WLLI AMSON: You've raised a third issue,
which is, does the room have to be specially equi pped? Well,
t he answer is absolutely, you know, yes it does. You can't
just roll an HDR into any room and use it. That's not what

' madvocating. The room needs to have a special cabling

harness. It needs to have a power conditioner. It needs to
have shielding. It needs to have the various independent
safety systenms. It needs to have the door interl ock

Al'l of that is permanently installed by the
vendor, and | would assume by |license amendnent you woul d say,
"I want to use it in roons X, Y, Z, in Barns Hospital," or
what ever, and, "Here is how | would plan to nove the unit
around and the testing I would do." So it's --

MS. HOLAHAN: Yeah, you're right. There are two
i ssues. One is the actual facilities, and you are asking why
Is a specific roomlisted, and it's nore than just the Part
20. It's a facility. But this is also, then, we go beyond --
I's what happens to the device when you nove it fromone room
to the next?

CHAI RMAN SI EGEL: Bob, pl ease.

MR. AYRES: Bob Ayres of staff. There is

actually two other issues involved in there, too. One about
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manuf acturer's installation. You talked about it a little bit
earlier, but in the device evaluation there's a restriction
pl aced on the device that it nust be installed by the
manuf acturer. So to license in any other way would be in
violation of the Part 32 device eval uation.

The other issue is a safety issue in the
novenment. Unlike the transportable devices, the other
gener ati on devi ces have not been tested that the source wll
remai n secure during a novenent if it was tipped over or
sonet hing. The transportable nobile devices are class -- the
source safe is a Type A container certification that the
source will remain secure.

CHAI RMAN SI EGEL: Okay. Have we sort of answered
t hese questions, or have we not? | nean, it sounds |ike you
need to have licensing information about what roons the thing
IS going to be used in and it -- and the period. |It's just it
shoul dn't be sonething that the |icensee should just be able
to nove these things about on their own w thout the NRC
knowi ng about it. |Is that what we're saying?

DR. WLLIAMSON: Well, | think the question is

whet her you can nove it fromone roomto another, with or

wi t hout prior agency approval. | think they' re considering
saying, "If | have two M crosel ectron PDR roons, one on the
fourth floor and one on the seventh floor, | can't nove the

unit when | have -- had a neck patient on the seventh fl oor
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wi t hout having the vendor conme and push it up there and plug
it in, you know, thenselves, as opposed to, for exanple, ny
staff or | doing it."

MS. HOLAHAN: And what |'m hearing, though, too,
is that there are no specific standards for noving it, but you
are saying that the regular QA QC checks that would be done on
normal daily operation would need to be applied whenever the
device is noved.

CHAI RVAN SI EGEL: Lou?

MEMBER WAGNER: And | think it's inportant to
poi nt out that what you're also inplying is that you don't
need to have the conpany recertify the nmachine once it's
nmoved.

MR. BREZOVI CH. Yeah. Could it be nmaybe done so
t hat both roons have to be agreed upon and certified by the
manuf acturer, and then going fromroomto roomis up to the
user? |In other words, if the manufacturer agrees to this dual
use.

MS. HOLAHAN: Well, again, that's still the --

t he whol e question is, is that still considered a
reinstallation each time it is noved? Which --

MR. CAMPER: Well, | nean, are the current -- is
t he approach that we're currently using today, with regards to
having a room specified ahead of time? |If you want to nove

it to another facility, it has got to undergo an anendnent.
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I's that a reasonabl e approach, in view of the technol ogy and
what's needed in a roonm? O are, by contrast, there's the
safety inplications -- so mniml or not so profound that one
could nove it and notify us after the fact in sone
predeterm ned or specified period of tinme, for exanple?

DR. WLLIAMSON: Well, | have no problemwth in
my |license anmendnent specifying in advance the facility. Wth
any of these machines that we're tal king about, you can't just
decide tomorrow to go nmove it to another room It really does
require an installation process to occur, because sone
per manent equi pmrent has to be installed in the roomthat's
| eft behind when you nove the machine to another room So
you' d have to have several independent setups. That's indeed
what we have.

VWhat | am kind of objecting to is calling this
sinple relocation of a device fromtwo previously certified
and all owed roons, making that very difficult and burdensone.
If I have to, you know, have a Nucletron person conme out
there, that is going to cost $1,000, and it's going to becone
an enornous hassle to use a pul se dose rate machine on several
clinical services.

So | think there is sort of good reason to give
people the flexibility to nmove it around from previously
certified -- between previously certified sites in the sane

building. | guess that's what |'marguing for, that it does
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not seemto nme to be a problem at the practical |evel unless
there is some issue further up the line that has to do with
t he manufacturing specifications, which it sounds |ike that

coul d be addressed by additional testing of these devices.

CHAI RVMAN SI EGEL: | also am not sure we've got
t he whol e answer right now either. 1'd be very curious --
there are none in the audience -- to know what the

manuf acturers woul d thi nk about their devices being noved from

one roomto another, and whether in the event that there's
probl ens whet her they've designed things adequately to handle
that or if that's going to markedly change liability issues.

So I think although I"'m-- 1 think | agree with
Jeff's concept that it could be made sinpler. | think this
I ssue needs nore data before we give you an unequi vocal
answer .

MS. HOLAHAN: It should be explored with the
manuf act urers.

CHAI RMAN SIEGEL: | think so. | think they need
to have sone input.

MS. HOLAHAN: Ckay.

CHAI RMAN SI EGEL: Bob, you had a coment?

MEMBER QUI LLEN: Well, | was going to say the
sanme thing you just did. But also, I was going to add that
woul d seemto nme that if a licensee wants to nove this and

have already gotten approval for the various |ocations, the
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only issue that remains is this manufacturer certification for
the location. And it would seemto ne that the licensee, if
they felt that they could -- had the resources and abilities

to do so, could ask for, in their license, that authority to

do so, for a specific exenption to NRC normal |icensing
criteria.

DR. WLLIAMSON: Well, I think that's al
reasonable if we're allowed -- | thought we were discussing

being allowed to do it, or |like every week | have to call the
vendor in to cone and roll the machine fromroom X to roomY.
" mobjecting to that as a burdensone requirenent.

MEMBER QUI LLEN: What |'m saying is, why don't
you ask for the authority to be able to do it?

DR. W LLI AMSON: Well, that's what |'m suggesting
that this council support is the authority for -- by a license
amendment for users to do this.

MEMBER QUI LLEN: | support that.

CHAl RMAN SI EGEL: We support it, but we think you
probably need better data from manufacturers.

MS. HOLAHAN: Explore it further, okay.

CHAI RVAN SI EGEL: Because they m ght not support

MS. HOLAHAN: Right. Okay.
CHAI RMAN SI EGEL: For a variety of reasons, one

of which is they get noney fromit.
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MS. HOLAHAN: Let nme nove on to a related topic

-- mobile HDR. Currently, there are two manufacturers that
manuf acture nobile or transportable HDR units. They are both
-- in both cases, the renove afterl oader and radi ation shield
and conprise a single unit. However, one -- the entire coach
is considered -- is what has received the seal ed source and
device certification, and in the other case it is a
transportable unit that is carried around on a truck, but it
is aunit itself that is approved.

To date, NRC has not issued any licenses for the
nobi | e HDR t echnol ogy, and we have a nunber of questions with
regards to it, in terms of they -- the quality control
procedures that nm ght be necessary, and the energency
procedures. \When the patient is being treated upon a coach
outside the hospital perhaps, but with no OR facilities
I mredi ately available on the coach in the event of a stuck
source or sonething like that is are there considerations to
be made in ternms of the nobile HDR issues?

And maybe | can just wal k through the questions.

First of all, there are sone unique quality control issues
that we should consider. Now, this issue is -- we have had
sone nmeetings with the manufacturer, and | believe we will be

getting an application in the near future, and so these sort
of are very pertinent at this point intim to try and get

sone i nput on these issues.
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MR. CAMPER: And, in addition, the State of

California has, in fact, issued such a |icense.

MEMBER QUI LLEN: We al so have received an inquiry
in our state for such a |license.

MS. HOLAHAN:  Ckay.

CHAI RMAN SI EGEL: Well, Jeff, anyone, in terns of
quality control -- | nean, it seens to me that if you' ve got a
device that's being jostled around in a truck, you probably
need to make sure it's working to a higher |evel of certainty
on any given day of use than you would for a device that's
sitting in a building.

MS. HOLAHAN: | guess the question is, as a
followup to the relocation of a device, where you may have to
do the quality control, is there anything beyond what you
m ght normally do as your daily quality control checks, that
when you have noved it X nunmber of mles on a truck, on --
well, it depends how bad the roads are, but if there's
anyt hing el se that should be considered.

DR. W LLI AMSON: Just a question of
clarification. | understand one of the -- | thought the
concept of nobile HDR is it basically is an HDR that rolls off
the truck and then gets installed in a roomin the hospital.
That's not --

MS. HOLAHAN: That's a transportabl e one.

DR. WLLI AMSON: GCkay. All right. W're not
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tal ki ng about --

MS. HOLAHAN: The coach unit is there is a device
permanently fixed on the coach. The shielding and everything,
t hey've got the setup to do all of the dosinetry. The coach
goes around. It provides, you know, a nedical physicist,
dosinmetrist, radiation safety officer, and then the facilities
provi de the authorized users.

MEMBER FLYNN: |'ve seen the coach display, and
the concept, | understand, would be that the -- as you say,

t he nmedi cal physicist would be with the coach traveling to
different locations. There will be different physicians --

MS. HOLAHAN: Correct.

MEMBER FLYNN: -- but the coach, and maybe a
technol ogi st or a nurse, would be the sanme for all of the
procedures.

DR. W LLIAMSON: So the operator would be with
the coach. It wouldn't be driven to different hospitals and
then staffed. Okay.

MS. HOLAHAN: CGenerally, the physicist that was
operating the unit, at least in the one we' ve seen to date.

MEMBER FLYNN: The main problemthat woul d occur
woul d be that the physician would tend to use this type of
service if he does HDR very infrequently, because he would be
sharing this HDR resource with a nunber of facilities with

only like a 200- or 300-mle area. And nost of the concern |
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woul d have woul d be not with the equi pment but maybe with the
aut hori zed user, who woul d be sonmething infrequently.

But at | east the physicist would be with the
unit, traveling with the unit, and so then | would -- you
know, I would have | ess concern, that being the case. That
it's not the institution's physicist who al so would be doi ng
It very, very infrequently. He would be doing the procedure
with a physician who does it very infrequently.

MS. HOLAHAN: | guess the question there, though,
is would that be any different froma small cancer clinic that
has private practice oncologists comng in and maybe usi ng
their HDR unit on an infrequent basis?

MEMBER STITT: | don't think it would. | nean,
certainly, that is -- those are always areas of risk when you
don't do sonmething very often. But then the nedical aspects
shoul d have been addressed in the materials that we went over
in the nmorning that had to do with definition of an authorized
user, types of training, etcetera, etcetera.

DR. WLLIAMSON: Well, there certainly is one
advantage that Dr. Flynn has pointed out. It's probably
better for there to be one unit roving around anongst, you
know, a bunch of little hospitals where -- with at | east an
experienced full-time technical staff running it.

That's probably, in the end, a | ot safer than

having five or six little units around that are used 20 tines
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a year with -- and perhaps those hospitals don't have, you
know, an adequate technical staff or a technical staff that
gets enough clinical practice with the device. So, in that
sense, maybe it shoul d be encouraged.

| can't, off the top of ny head, think of any
additional quality assurance requirenments. | would assune
that the manufacturer would have to perhaps subject it to nore
ri gorous testing -- you know, that the device maintains its
mechani cal integrity, you know, as a function of nechanica
trauma and all of that.

In general, | would have to say |I think sone of
the facility survey requirenments for stationary HDR systens
are quite ridiculous. | think it's -- you know, there is no
need to like do, in ny mnd, quarterly facility surveys. But
| think perhaps with a truck with sort of -- with heavy | ead
shielding that could be jostled around, it mght be actually
Wi se to require nore frequent facility surveys of the device,
a very thorough daily quality assurance checkout every tine
the thing noves, not just at the beginning of the day. But I
shoul d think every time the truck stops and is about to treat
a new patient, | would think at a m ninmumthe technical staff
shoul d go through the daily quality assurance check, which
m ght be then several tinmes a day as opposed to once a day in
a stationary facility.

MEMBER FLYNN: Unl ess those nice new hi ghways in
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Sout hern California and the south would be different than the
nort heast with the pothol es.

MS. HOLAHAN: That's why | nentioned the quality
of the roads.

MEMBER FLYNN: I n Boston, they'd probably stea
the truck if they parked it.

(Laughter.)

MEMBER STITT: That's a different question here.
How do you secure your source? Trisha, does the nursing staff
go with the unit, or do they come with the hospital? O does
it depend?

MS. HOLAHAN: The one unit we've seen they
provi de the nursing staff.

MEMBER STITT: It cones with the --

MS. HOLAHAN:. Yes. The only thing the facility
provides is the authorized user and the patient.

MEMBER WAGNER: Well, sonme of the issue here is,
you know, we've tal ked about how they're doing it. The
question then should be, should it be a regulation that they
have a physicist assigned with the unit? And what kind of
regul ati on should require that in the event we have nore of
t hese applications, what should they also be restricted to do
in ternms of the physicist and the operator, etcetera? Should
there be a requirenment that they be assigned to the unit?

And the ot her question was she brought up, you
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know, what if a source is stuck in a patient. The issue is,
wel |, what are they going to do to take care of that patient
at that tinme, and do they have the facility to transfer that
patient into the hospital for surgical renmoval or sonething?
| think that also is an issue that -- at |east an issue of
safety, fromdifferent points of view that m ght have to be
addr essed.

MEMBER STITT: Sone of these things can -- m ght
be able to be likened to free-standing radiation therapy
facilities or any other sort of out-patient clinic where
you're not at a hospital where you can have i mredi ate access.
Now it's in the nedical treatnment realm but what happens if
sonebody has a nmedical energency while they're in the coach.
I nmean, it's -- the cycle goes on and on and on. Sone of this
woul d be regul ated by other non-NRC types of things.

MEMBER FLYNN: Who is the licensee in this case,
and who decides how often the source is changed? You know,
every three nonths or every two-and-a-half nonths or --

M5. HOLAHAN: The licensee is the conpany in
California, and they are responsible -- | mean, they maintain
the responsibility for the source rather than the different
facilities. And so they still conmply with all of the source
change requirenments and everything |ike that.

CHAI RMAN SI EGEL: So the authorized users --

MS. HOLAHAN: Are listed on their |icense.
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CHAI RMAN SIEGEL: -- at nultiple hospitals get

listed on the --

MS. HOLAHAN: Yes, they're listed on the nobile
| i censes.

CHAI RMAN SI EGEL: So, John, if you're running a
network, is this the way you want to do this? O do you want
to nove patients to the specialized tertiary center that does
this?

MEMBER GRAHAM |I'Il|l never be able to go to the
country again if | answer this wong.

(Laughter.)

There are parts of the country that are trying to
accommodate rural comrunities that have popul ations that are
objecting to travel time -- and particularly in excess of 50
to 60 mles. Seens to be the barrier.

In a heavily popul ated, netropolitan area |ike
Detroit, | think the obvious answer is you ought to
consolidate in a couple of large institutions --

CHAI RMAN SI EGEL.: Ri ght .

MEMBER GRAHAM -- and have people drive there.

CHAI RMAN SI EGEL: But in Montana --

MEMBER GRAHAM  But in Mntana, all of our
technol ogy is being developed in a nobile format to try to
keep those patients as close to their famlies as possible.

So | think I have to answer that if we can set the regs. up,
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there has to be at | east the opportunity to provide that
service.

MS. HOLAHAN: But | think Dr. Stitt made a valid
poi nt about the free-standing clinics, and when we have tal ked
with the individuals that are practicing in free-standing
clinics we have told them you know, basically, the procedures
that would require surgical intervention if the source broke
off is they'd need to have a nechanismto handle that.

CHAI RMAN SI EGEL: How nmuch nmore do you have left,
Trish? Because you have to | eave, we have to nove on, and --

MS5. HOLAHAN: Yeah. | nean, | had some ot her
I ssues. Pulsed dose rate was really the only other one |I was
going to try and cover this afternoon, and I don't know how.
That coul d be I engthy.

CHAI RMAN SIEGEL: It could be quite lengthy. |
think we'd better try to do it tonorrow

MS. HOLAHAN: Ckay.

CHAI RMAN SI EGEL: And if we can't resolve it, |

MEMBER STITT: | don't think anybody but Jeff is
going to be hel pful with pulse. | nean, so either --

CHAI RMAN SIEGEL: | also really -- | want to
reiterate what | said earlier. | have a sense that this has

turned out to be a nmuch nore conplicated discussion than

per haps we had anticipated, and that the last thing | want
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anyone to perceive is that the ACMJ rushed through these
I ssues.

So | hope you all will see this as a first cut,
take our initials judgments and work fromthere. But | think
it's clear that these issues need workshops for further
di scussion. And if you want nore advice fromthe ACMJ, |
think a subcomm ttee neeting, public subconmttee neeting that
really can take two days and tal k through these things at
great length, and consider all of the ram fications, is
essential. Okay?

MR. CAMPER: W hear that.

CHAI RVAN SI EGEL: Good. Thank you.

MS. HOLAHAN: Thank you very nuch

CHAI RMAN SI EGEL: So where is it? It's 1:15 now,
whet her you know it or not, and Janet --

MR. CAMPER: Yeah. We thought we would give
Janet, you know, a non-controversial topic -- training and
experience criteria.

CHAl RMAN SI EGEL: What would a neeting be like if
we didn't talk about training and experience?

MS. SCHLUETER: Good afternoon. [|'m Janet

Schlueter, and |'min the Medical and Acadeni c Section as

wel |, and we thought we'd have sonething |ight and breezy this

afternoon.

(Laughter.)
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Trai ning and experience criteria. Qur discussion
today is limted to training and experience criteria for
aut hori zed users.

There has been some -- in order to sort of
characterize the focus of this discussion a |little further, as
you know, there has been sone discussion earlier today about a
much broader effort, a nuch nore broader effort to address
training and experience issues as part of the overall revision
to Part 35. That's not what |'m here to discuss today.

Today, we're here to discuss how the NRC staff
has gone about devel opi ng sone gui dance for our regional
offices to all ow exenptions to our current training and
experience criteria for certain types of authorized use.

The overall effort for T&E wll be rolled into
t he advance notice of proposed rul emaking for Part 35 and the
maj or revision of Part 35. Now, we need an interimfix for
the current criteria that's on the books, and that's what
we're going to be discussing today.

Excuse nme for the laryngitis Monday. |'mlucky
still have a voice today.

As you probably know, each Subpart J section
provides for either two or three training pathways for each
type of authorized use. As we nentioned earlier, Board
certification is not the only training pathway that we

recogni ze. There nust be an "or" category, a pathway that
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all ows individuals that are not Board certified to becone
aut hori zed.

Most sections do require Board certification, or
t hey require classroom hours coupled with supervised clinica
experience or supervised work and clinical experience. W
routinely receive, both in our headquarters offices and in our
regi onal offices, inquiries fromboth our |icensees, agreenent
states, and other interested parties as to whether or not
there can be exenptions to our current training and experience
criteri a.

And, in particular, can the required 500 hours of
clinical experience and 500 hours of work experience
identified in 35.920(b) be obtained in some concurrent
fashion? And, if so, to what degree? And that's the primary
focus of this discussion today.

In order to provide sonme gui dance to our regiona
offices on this issue and several other training and
experience issues, we developed a draft policy and gui dance
directive, which was issued in April of 1994 to our regions
for conment. And we received several coments on that P&GD
and are in the process of finalizing it, and that's one reason
that we bring this discussion to you today, because it is
about granting exenptions to current criteria, not revising
that criteria but allowi ng exenptions fromit.

The policy and guidance directive initially was
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going to be finalized in that form but since that tine we
have decided to integrate the policy and gui dance directive on
T&E into Reg. Guide 10.8 as a licensing nodule, and this is

t he agenda itemwhich is on for tonmorrow norning. There is a
| arge effort to revise Reg. Guide 10.8 and add licensing
nodul es to it, and this guidance on T&E wi |l be added as one
of the nodul es.

10 CFR 35.19 requires that the NRC staff seek the
gui dance and advice of the ACMJUI when we do grant exenptions
to the T&E criteria. So instead of trying to do this on a
case-by-case basis for some of the issues that we'll be
di scussi ng today, we wanted to bring it to you in a nuch nore
generic manner, so that we can finalize our guidance.

There is really two areas of discussion today,
and the first one was al so sunmarized in the briefing book
material that we had for T&E, and it's about duration
requi rements, the presence or lack of themin certain sections
of Part 35, and al so our proposed m ni mum nunber of hours of
training and experience for certain categories of use in
Subpart J. And obviously, we'll start with the duration
requi rement di scussion.

As you can see by the chart, there are several
sections in Subpart J that do not have any duration
requi renment associated with them For those of you that

aren't real famliar with the sections, 35.930 addresses
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radi opharmaceuti cal therapy, 932 addresses hyperthyroidi sm
934 is thyroid CA 941 is the use of the strontium 90 eye
applicator, and 950 is seal ed sources for diagnosis.

In the six-nonth category is 35.910, uptake
dilution excretion, item(c), and 920, inmaging and
| ocalization, item(c). But as you notice by the asteri sk,
and many of you know, there is an incorrect reference to a
six-nmonth duration requirenment in item (c) of 910 and 920, in
that currently it states that you could have used as a
training pathway -- conpleted a six-nonth training programin
nucl ear nmedi ci ne approved by ACGVE or AOA.

There is no six-nmonth training programin nuclear
nmedi ci ne approved by ACGVE or AOCA. It should read sonething
to the effect that, "You have conpleted a residency training
program approved by ACGVE or AOA, which has as a conponent

nucl ear nedicine, which is of various duration."”

MEMBER NELP: |I'msorry. | didn't understand
t hat .

MS. SCHLUETER: Currently, the text in 910(c) and
920(c) is incorrect, literally incorrect. It states that an

applicant may be authorized --

CHAI RMAN SI EGEL: Go ahead.
MS. SCHLUETER: Okay. WMy be authorized, if they
have conpleted a six-nmonth training programin nucl ear

medi ci ne approved by ACGVE or AOA. ACGVE and AOA, as you
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know, approve residency training prograns. Some of those

resi dency training progranms have a nucl ear nmedici ne conponent,
but that nucl ear nedicine conponent is of a varying duration.
It is not six months. |t nmay be one year, two year, three
year, depending on the specialty board.

CHAI RMAN SI EGEL: Yeah. What it really should be

MEMBER NELP: What it neans -- you have to have
six mont hs of nuclear nedicine training in a programthat has
been approved for nuclear nedicine training by the ACGVE.

MS. SCHLUETER: No. It could be any Board
specialty program which is approved by ACGVE or AOA, which has
a nucl ear nedi ci ne conmponent.

MEMBER NELP: Well, | know of only two.

CHAI RMAN SIEGEL: Currently, that's correct. The
only two are --

MEMBER NELP: There are only two -- The Anmerican
Board of the -- or the ACGVE-approved prograns in radiol ogy
and the ACGME- approved prograns in nuclear nedicine. There
are only two, and they both have nucl ear nmedicine training
prograns, theoretically, of six nonths in duration in
radi ol ogy and two years in nuclear medicine.

MS. SCHLUETER: The point is is that as that
paragraph is currently witten, it doesn't reflect what ACGVE

and AOCA do, so it needs to be revised. The only other two
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sections that do have a duration requirenment explicitly stated
in the regul ations are 35.940(c), which is brachytherapy, and
35.960(c) for teletherapy.

So out of all of those Subpart J sections for
authorized users, there is only two with a duration
requi rement explicitly stated in the regul ations.

Now, the issue of the duration requirenent and
concurrent training has never really been nmuch of an issue
with 35.910(c). It has been an issue fromtinme to tine with
35.920(c), because that is the section which authorizes the
use of materials for imaging and | ocalization. So while
resol ving sone of these T&E issues that | nmentioned in
devel opi ng the policy and guidance directive, and in
consultation with OGC staff, NRC staff recently concl uded that
in fact there is no legal requirenent for applicants to
denmonstrate a duration of at |east six nonths to neet the
requi rements in 35.920(b).

We have had, though -- having said that, the NRC
has had a policy, a past policy which has been based on

Federal Reqi ster notices, statenents of consideration,

Part 35, SECY papers to the Comm ssion, and Conm ssion

menor anda back to the staff, staff requirements nmenorandum
whi ch does reflect a six-nmonth duration requirement. Let nme
explain that a little bit further even.

Prior to 1976, the requirenments were limted to
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30 hours. From'76 to June of 1984, the duration requirenents
were for the itens in 35.920(b), which were previously in Reg.
Gui de 10.8, Appendix A to be conpleted in three nonths
duration. From June 1, 1984, forward, or to present we could
say, it has been a six-nmonth training duration requirenment.

However, all of the duration requirenments and
gui dance on T&E for authorized use for imagi ng and
| ocal i zati on has been in guidance docunents. Those gui dance
docunents were superseded by the 1987 revision to the rule.
The revision to the rule, the rule as it states today, and its
correspondi ng statenents of consideration, do not discuss, nor
explicitly state, or include, a reference to a six-nonth
training duration requirenent. Interesting?

MEMBER NELP: \What does the rule state?

MS. SCHLUETER: The rule identifies a required
nunmber of hours for three categories of training and
experience, and that's what we work with.

Now, in order to clarify this even further, this
di scussion with OGC and NRC and this determ nation that, in
fact, there was no | egal requirenent has been recent, as
recent as the |ast four weeks.

MEMBER NELP: | know that. | can refer to that.
But could you give us the hours so we're all on the same --

MS. SCHLUETER: Sure.

MEMBER NELP: -- so we're on the sanme page here.
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MS. SCHLUETER: | don't think I put it in here

anywhere. In 93.920(b)(1), you have 200 hours of classroom
training, which is very specific with respect to radiation
bi ol ogy, radiation safety, and so forth.

I n 35.920(b)(2), you have a required 500 hours of
supervi sed work experience, which is your hands-on | aboratory
experience. And in 35.920(b)(3), you have 500 hours of
supervised clinical experience -- the actual patient
eval uation, admnistration of the dosage to the patient,
interpretation of results, and so forth. So one training
el ement, two experience elenments, 200, 500, 500, for a total
of 1, 200.

MR. CAMPER: And the inportant point here, too,
is if ones goes through those parts you'll find that the

connecting | anguage is "and," which then, of course,
translates into 1,200 hours.
MEMBER SWANSON: Which is, in effect, six nonths.

VMR. CAMPER: Which is, in effect, six nonths.

But as Janet will go through here in a nmonment, we have been on

record as saying this training can be obtained concurrently.
Well, "concurrently" means different things to different
people. So what we're trying to do today is to -- is to
clarify what we mean by "concurrent training."

MEMBER NELP: "Concurrently" means at the sane

time, | believe.
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MR. CAMPER: Well, it does. W'Il go through

t hat .

But the point is is that Janet is setting up the
background for you to understand that there is no requirenment
that it be six nonths. There has been some operative
understanding that it's six nonths.

MS. SCHLUETER: That's right.

Now, all of this discussion of duration |eads in
to Part 2 of the discussion. And before | talk nore about the
chart and the table which is in your book, which I'll have up
on the screen in just a few nonents, | need to explain a
little bit about the basis for our table and the assunptions
that we used to get there.

First of all, no consideration was given to
revising the Board certification pathway, or |ooking at the

duration of these Board certifications, or what have you.

This is all focused on the "or" category of training, the "or
pat hway.

There was no all owable reduction in the required
number of hours of classroomtraining. W consider the 200
hours to be the right anount. There was no effort to | ook at
t hat for possible area of reduction because it sinply does not
overlap with the required experience elements. It stands on

its own -- the 200 cl assroom hours.

We did not consider Subpart J sections that
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required only classroom because in 35.950 that's the only
ki nd of requirements you have. O, classroom and either
supervi sed work or supervised clinical experience, because if
you only had training elenents and experience el enents, those
are two very unique types of training and experience. They do
not overlap. There are inherent differences in the training
and experience.

VWhat we did | ook at were those Subpart J sections
that required all three training elenents, and what | nean by
that is classroom plus supervised work, plus supervised
clinical experience. That only |eaves three sections that
were eligible for sone sort of consideration for exenptions.
And since they did contain supervised work and supervi sed
clinical, we considered themto be eligible for an exenpti on,
and in theory they allow for concurrent training.

And as Larry nentioned earlier, the idea is
concurrent training to what degree? That will be the question
we'll try to answer.

As a result of all of the bases and assunptions
that | mentioned previously, granting exenptions to the
follow ng sections was not considered. The first five |listed
there -- 920, 930, 32, 34, 41 -- all only require classroom
training plus clinical training. The bottom one actually
requires classroomtraining, and it goes on to further state

"to include training on the use of the device.” So it is, in
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fact, classroom and/or clinical training. Those were not
consi dered for exenption.

As | nmentioned, the eligible sections turned out
to be three of them and I think it may work best to discuss
940 and 960 first. You'll notice that this table is different
than the table that you have in your book, and that's because
alittle further thought, shall we say, went into the nunbers
on the table for 940 and 960, and we realized that perhaps our
| ogic wasn't carried through all the way.

Because if you | ook at 35.920, we have the total
number of required nunmber of hours as 1,200, which is item
(b)(1), (2), and (3). |If we had done the sanme thing for 940
and 960, we would have 6,940 there instead of the 700 that you
see in your table. Make sense? Everybody is nodding yes.

CHAI RMAN SI EGEL: Oh, sure.

MS. SCHLUETER: Okay. So, in 940 and 960(b), the
third elenment of the (1), (2), and (3), 200, 500, item(3) is
a three-year supervised experience. That includes one year in
a formal residency training programand two years under the
supervi sion of an authorized user.

So the total hours for 35.940 and 960 are based
on item (b)(1), which is 200 hours classroom item (b)(2),
whi ch is 500 hours of supervised work experience; and item
(b)(3), which is the three-year residency training program

Each section has those three identical elenents, for a total
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of 6, 940.

If we assune that the 500 hours of supervised
wor k experience that is required by item (b)(2) of each of
t hose sections is subsunmed in its entirety during the three-
year supervised work experience -- excuse ne, supervised
clinical experience -- then you can reduce the total number of
requi red hours for categories 35.940 and 960 by 500 hours,
because during that three years of training it is assunmed that
they will -- that the applicant, the authorized user, wll
have successfully conpl eted 500 hours of supervised work
experi ence.

Fi ve hundred hours in a three-year residency only
equates to about seven percent of the tine, a very smal
fraction.

MEMBER NELP: | think you're m xing appl es and
oranges. The heart of the training experience that you're
referring to occurs only over a two-year period. And it
exclusively excludes the first year. It has nothing to do
wi th radiation or nuclear nedicine.

CHAI RMAN SI EGEL: Well, this is radiation
oncol ogy we're tal king about right now.

MEMBER NELP: OCh, |'m sorry.

MS. SCHLUETER: Yeah, 940 is brachytherapy and
960 i s tel etherapy.

MEMBER NELP: ' m sorry. Excuse ne.
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MS. SCHLUETER: So you have someone -- in other

words, for item(b), this is a physician who is not Board
certified. He is going through sone other formal training
program and for item (b) it requires that that physician have
200 hours classroom 500 hours supervised work, and three
years in a formal training program-- three years training,
one year in a formal residency training programand two years
under the supervision of an authorized user.

MR. CAMPER: Let ne help to clarify that. 1In the
500 hours that Janet is referring to, you have things such as
ordering, receiving, and unpacking radi oactive materials
safely; checking survey neters for proper operation;
repairing, inplanting, and renoving seal ed sources;
mai nt ai ning and running inventories on material on hand; using
adm ni strative controls to prevent the nmi sadm nistration of
by- product material; using energency procedures to control by-
product material. That's what the 500 hours consists of.

MS. SCHLUETER: So we're saying if we were going
to I ook at an applicant com ng in, wanting to grant an
exenmption to 940 or 960, we can -- we are assunmi ng that the
requi red 500 hours of work experience has been subsumed in the
formal training, through the residency training program and
under the supervision of an authorized user for that two years
as required.

So you only get down to a reduction of 500 hours,



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

241

a seven percent reduction fromwhat's on the books today.
Here's where it gets interesting. For 35.920(b)

-- Barry is already shaking his head. So now we nove up to

the top line item Okay. So for 920(b), once again, (b)(1),

(2), and (3) require 200 hours classroom 500 hours supervised

wor k experience, and 500 hours supervised clinical experience.

If we apply that same logic that we used in 940
and 960 to 920, and say that the 500 hours of supervised work
experience is subsuned in its entirety, one for one, in the
500 hours supervised clinical experience required by 920(b),
930, then you have a total required nunber of hours of
experience and training of 700, for a difference of 500 or 42
percent.

And renmenber, there are for physicians comng in,
training pathway D, non-Board certified, that are |ooking for
aut hori zation for imaging and | ocalization.

MEMBER NELP: You' ve | ost nme conpletely -- the
transition. You sw tched now back to i mging?

CHAI RMAN SI EGEL: Yeah. Now we're talking about
I magi ng.

MEMBER NELP: But you've used this as your
exanmple for the logic?

MS. SCHLUETER: Do you nmean 940 and 960 as our

exanple for the logic to be applied to 920?
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MEMBER NELP:  Yes.

MS. SCHLUETER:  Yes.

MEMBER NELP: Why did you do that?

MS. SCHLUETER: It was a starting point for
di scussi on.

MEMBER NELP: Ckay.

MR. CAMPER: Now, the problem here is -- what
we're trying to get to -- is one |ooks at the 500 hours of
supervi sed work experience, you' ve got such things as
ordering, receiving, unpacking, calibrating dose calibrators,
cal cul ati ng safety, preparing patient dosages, using
adm ni strative controls, and so forth.

Then, you go to the 500 hours of --

MEMBER NELP: Now, that's specifically under
35.9207?

MR. CAMPER: That's correct. And then you al so
have a 500- hour of so-called clinical experience, and that
first category is what we call types and quantities
experience. Then, you have your 500 hours of clinical
experience, and there you have such things as exam ni ng
patients and reviewing their case histories, selecting the
sui tabl e radi opharmaceuticals, adm ni stering doses,
col l aborating with the authorized user in the interpretation
of results, patient foll owup. OCkay?

And as Janet said, what we -- the logic that we
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t hought is a starting point in the discussion is is that,

| ook, these things are occurring along a continuum |If one

did the things that you have to do under the first category,
types and quantities experience, 500 hours, certainly you're
going to be doing those as part of the process of achieving

many of the things described in the clinical phase.

So then what you're stuck with is, well, how do
you properly weight those along the |line? Because, in fact,
if you stop and think about it, if you do 500 hours of
clinical experience, and you really turn around and do 500
hours of experience with types and quantities, you're going to
be doi ng experience with types and quantities in the absence
of clinical involvenent, because 500 hours of pure experience
-- openi ng packages, calibrating dose calibrators, and so
forth -- is a lot of hours.

So the thing we had to westle with is, okay, if
we can't cone out and weight this continuum but we understand
t hat 500 hours of clinical experience nust occur, is the
rel ati onship between those 500 hours of clinical experience,
is it simlar, does it parallel the duration of three years?
Al t hough the timefranmes are different, of course. But are we
subsum ng those 500 hours of types and quantities within the
500 hours of clinical experience? And it's a discussion
starter.

CHAI RMAN SI EGEL: Let ne open the discussion.
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Why are we doing this now, ahead of the major discussion of
trai ni ng and experience?

MR. CAMPER: It's very sinple.

MS. SCHLUETER: Yeah. It --

CHAI RMAN SI EGEL: It strikes nme as a back-door
approach to | ower the training and experience requirenments for
I magi ng to four nonths when, in fact, six nonths isn't the
ri ght answer, four nonths isn't the right answer. Al nost
nobody really has 200 hours of classroom experience because
it's virtually inpossible to design 200 hours of meaningful
cl assroom trai ning.

Nobody in the world has ever spent 500 hours
doi ng the work experience, not a physician alive has ever done
it, and we have told you repetitively, politely, that you need
to redo the whol e approach to training and experience. And
this patchwork fix is not a good idea, and | tell you, I
really would be -- | think it's unconsci onable for the NRC --
for the ACMJI to sign off on this in a short discussion when
this is a major, fundanmental issue. So the -- 1've said what
| feel.

MR. CAMPER: | mean, whether you choose to sign
off on it or not, of course, is --

CHAI RMAN SI EGEL: It's irrelevant.

MR. CAMPER: ~-- is your opinion. But here is why

we're doing this. Yes, you are correct that we -- that the
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training and experience criteria is problematic. W' ve

di scussed this at great |ength, and we recogni ze that when
Part 35 undergoes a mmjor revision there's a high probability
that the training and experience criteria will undergo change
as well, and there's a lengthy process that we'll go through
as we do that.

But there is an immedi ate problem that faces us
today, and the truth of the matter is is that whatever
training and experience criteria we end up with in a revised
Part 35 is three, four, five years away. It will take that
|l ong to have the major revision occur. But we get, right now,

probably on the order of 20 to 25 physicians a year who are

goi ng the "or" pathway, who are seeki ng approval as an
aut hori zed user, and they're com ng in and saying, "l have
obtained nmy training concurrently."

There are organi zations that are on record that
are saying that -- that have quoted ny predecessor as saying
concurrent translates into 700 hours, and there is confusion.
We have regions who conme to us -- and techni cal assistance
requests, and say, "Okay. How many hours are enough? What
does 'concurrent' nmean?"

Now, we have one of two choices. W can bring
t hese cases to the ACMJ one by one, or we can devel op sone

working criteria that with -- we're still going to go through

a case-by-case review of each applicant, because we had to do
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that. But we can have sone gui dance that the regions can use
t hat has been scrutinized and hopefully ultimtely approved by
this Commttee, or we can bring 20 of these things a year to
the -- or whatever nunber is in question, to the Commttee one
by one.

But we can't -- we cannot not react to the
applicants at this point in tinme, because there is going to be
sonme change in our training and experience criteria.

CHAI RMAN SI EGEL: All right. But then let nme ask
you the follow ng question. Let's assunme that you agree that
that's the way you've got to do it, and that it really is 700
hours and you're stuck because of the |anguage in the
regul ations. When the Anmerican Board of Radi ol ogy cones to
you and says, "Well, gee, we've had a m sunderstanding all
al ong, and as of tonorrow we're going to notify our training
programdirectors that they're really only required to provide
four nmonths of nuclear nedicine training, to include the
el ements specified.” How are you going to handle that?

Because, | nean, if -- why would radiol ogy
programdirectors commt to six nmonths of training if the
al ternative pathway can be acconplished in 700 hours? And is
that really what you want to be doing?

MR. CAMPER: Well, first of all, the 700 hours,
again, is -- this is what -- we want find out what the

perception is fromthis Conmttee. The |ogic has been
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expl ai ned. There may be better ways to go, but we're trying
to work through that.

But with regards to these organi zations that you
cited, | mean, the Board certification pathway, Boards have
conme to us previously and have said, "We are going to provide
X anmpunt of training. It entails the following." And al ong
the course of time, we then -- we've done a staff review, and
we' ve taken those submtted credentials and activities to this
Committee, and they' ve said, "Yes. This Board certification
passes nuster and add it to your regulations.”

| f the Boards wants to change their process, they
woul d still have to conme in and go through the very sane
process once again, because currently their recognition in our
regul ations i s based upon what they have previously told us.
If they want to change their programs, and change what
criteria a physician has to neet to be able to set the Board
certifications, then they'll have to conme in and tell us what
they want to do differently and we will review each one of
t hem case by case, just as we've done previously.

MEMBER NELP: When you wrote these regul ati ons,

It was your intention, and it was the intention of your
advi sors, that the | anguage you put in there was equivalent to
six nmonths of training. There is no question about that.

MR. CAMPER: Well --

VEMBER NELP: That's the reason that the Aneri can
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Board of Radi ol ogy then went to six nonths of training,
because they didn't want to be undone by the cardi ol ogi sts who

are trying to get in the door of imaging. That's the

political background. [It's very straightforward.

A cardiologist -- | would inmgine, of those 25
people a year, they want to do nucl ear cardiology. |s that
correct?

MR. CAMPER: Many of the applicants want to do
nucl ear cardi ol ogy, yes.

MEMBER NELP: Ni nety-nine percent of them And
they want to do it in four nonths because they don't want to
do it in six nmonths. So it's a political football, and I
think we ought to put the issues directly on the table. It's
clear that the inplication fromgroups that you net with
before was six nmonths of training seens to be a m ni mum
amount, in an environment of training that's equivalent to an
ACGMVE- approved program

It makes a person be capabl e of doing what he
wants to do and doing it safely -- for hinmself, for the
public, and for his patients. And why don't we put that on
the table and say it like it is?

MEMBER BERMAN: But | think, then, at the same
time you have to put on the table the total |lack of reality
bet ween the kind of hours that are being required here for

sonething that is of mniml hazard, conpared to the hours
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that are required to avoid the catastrophes that we were
hearing earlier dealing with radi ation therapy

m sadm nistrations. W' re dealing with diagnostic use of
radi ophar maceuti cal s.

| agree with Barry. There is no way that you can
get 200 hours of classroomtine devoted to the physics
necessary for handling these diagnostic applications of
radi opharmaceuticals. Yet, that's not even being code tested
her e.

| ' m head of a nucl ear nedicine residency program
| had to structure the 200-hour course, and it's -- for the
nucl ear nedi cine residents, who are dealing with the entire
body, not just with one organ, and not just with a limted
number of radi opharmaceuticals, but everything, and it's hard
to conme up with the 200 hours.

But let's put that one aside and say we' ve got
the 200. Now, opening up packages and doing all of this kind
of calibration is another 500. W've already heard that there
probably isn't a physician -- a nuclear nedicine physician or
a radiol ogist, or any of the others, who are doing those 500
hours of that particular type of work.

| think we're dealing with something that is --
that is -- on the face of it is just excessive. And what has
conme out here is a position saying that if you put together

the hours that you need to have in order to handle the stuff
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appropriately, and the hours of clinical experience, and all ow
those to be done at the sane tine, you end up with sonething
that is kind of a reasonabl e conprom se.

It has to be -- at least it --

MEMBER NELP: But it's all com ng through the
back door

MR. CAMPER: Well, no, wait. Let nme clarify
sonething. Let's get ourselves focused.

| recognize, we recognize, that there are clearly
di fferences of opinion, as Dr. Berman is pointing out, about
what is the appropriate nunber of hours? Previously, there
have been expressions by this Commttee that, look, it's not
about hours at all. It's about testing and denonstrating some
| evel of conpetency. But | submt to you that's not the
questi on before you.

The question before you is -- in 35.19 says the
follow ng, "Specific Exenptions. The Comm ssion may, upon
application of any interested person, or upon its own
initiative, grant such exenptions fromthe regulations in this
part as it deternm nes are authorized by law and will not
endanger life or property or the common defense and security,
and are otherwise in the public interest.

The Commi ssion will review requests for
exenmptions fromtraining and experience requirenents with the

assi stance of the Advisory Commttee of the Medical Uses of
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| sotopes.” What we're focusing upon today is the granting of
an exenption to our regulations, and in so doing what is the
appropriate criteria, mnimlly, that we should accept in
granting of an exenption?

It's not about whether the criteria is properly
focused, whether testing is the way to go, whether who wants
to doit, it's not about turfdom |It's about our granting an
exenpti on.

MEMBER NELP: But, again, it's purely a political
I ssue.

MR. CAMPER: Well, it mght be. It may well be.

MEMBER NELP: And it has to deal with granting
exenmptions to cardiologists to retranslate the | anguage, and
you're trying to do it by retranslating the | anguage you put
into the reg. Now, if you want to grant them an exenpti on,
grant them an exenpti on.

MR. CAMPER:. We're not translating any regul atory
| anguage here. W are --

MEMBER NELP: Well, you just did. You --

MR. CAMPER: No, no. No, we're pursuing your
advice on the granting of an exenption to existing regulatory
| anguage. We are not proposing any change to regul atory
| anguage. This is clearly about granting of an exenption.

MEMBER NELP: To whon?

MR. CAMPER: To --
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MS. SCHLUETER: When a physician applicant conmes

to the NRC --

MEMBER NELP: No. When a nucl ear cardi ol ogi st
or when a cardi ol ogist wants to get imaging qualifications in
a four-nonth period of tinme, when the intent -- when you
originally intended it to be a six-nonth period of tinme,
that's exactly what you' re saying.

MR. CAMPER: Well, | wouldn't draw that --

MEMBER NELP: That's exactly what you're saying.

MR. CAMPER:. No. What |'m saying -- |I'm not
drawing a distinction to cardiologists. W are saying that
t here are physician applicants --

MEMBER NELP: This would not exist if it weren't
for that issue.

MR. CAMPER: Well, the point is the issue does
exist. We do get applications, and we are di scussi ng what
criteria under which you think is advisable to grant
exenmptions. They do exist. They do conme in. W don't create
that. They conme to us.

MEMBER NELP: | realize that.

MR. CAMPER: Now, the question is, what is the
appropriate criteria, in the opinion of the Conmttee, that we
shoul d use as a m ni mum nunmber of hours in granting an

exenmption? That's the question.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

253
CHAI RMAN SI EGEL: No exenpti ons.

MEMBER NELP: See, the idea is if you take a
prof essional |ike Barry Siegel, and nyself, who spent
cunul ati ve over 50 years doing nedical inmaging --

CHAI RVAN SI EGEL: So 40 for you and 10 for ne?

(Laughter.)

MEMBER NELP: -- doing nedical imging, it's very
difficult for us to conceive that you could have a | evel of
confi dence which would do things properly, taking all of the
things into consideration there, with |l ess than six nonths of
training. And that's why they built the hours up to equal six
nmonths. Unfortunately, we categorized themin a very awkward
set of term nol ogy.

CHAI RMAN SI EGEL: There was a time when the
| anguage was going to be 1,000 hours of conbined clinical
training and supervi sed work experience, w thout breaking it
down into pieces, and that was going to nake nore sense
because that was going to be the continuum

MEMBER NELP: You're trying to undo what was
i nproperly or awkwardly done by saying you want to grant
exenptions. And you're going through a course in logic, which
to me is not highly -- directly logical to the issue. And,
you know, you've got a whol e popul ati on of radi ol ogi sts,
because of your |anguage and because of your change -- change

the training prograns for thousands of individuals in this
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country, based on their interpretation and your interpretation
of that |anguage at the tinme the regulations were put in
force. Now you want to change that.

| imagine if you consulted with themthat you
woul d not get the -- you would probably get a response and
woul d have to nore thoughtfully consider this whole issue.

MR. CAMPER: Pl ease understand --

MEMBER NELP: There are thousands and thousands
-- hundreds of thousands of dollars, the way they plan their
prograns, around this one regul ation.

MR. CAMPER:. Well, please understand, we don't
want to change these hours. That's not the thrust today.
That's not the reason for raising this with you. As | said,
ultimately, | suspect that our training and experience
criteria will undergo change with the revisions to Part 35.

Qur sole purpose is this question of what -- the
granting of exenptions to existing regulations. 1It's not that
we want to change the regul ations, although I think we would
agree with you that the current --

MEMBER NELP: It seens to ne you want to grant
exenpti ons.

MR. CAMPER: Qur regulations allow the capacity
for granting exenptions under certain criteria.

MEMBER NELP: So if you have this conversation

with every director of a radiology training programin the
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United States of Anerica, you want himto come to you a priori
and say, "Now, look, |I'mplanning this guy's career, and when
I'"mfinished | want the exenption to apply to him And
don't want to take any heat if you won't approve himfor a
clinical use of medical imging after he does this."

And that's the problemthat you have. You have
t hese guys that are -- they're going to hear about this
i medi ately, |'m sure.

MR. CAMPER: Well, | --

MEMBER NELP: Then you're going to have a hell of

a | ot of people knocking on your door, a |lot nore than you

have now.

MR. CAMPER: Well, it certainly -- anpbngst the
possi bl e advice that you could give to us -- | nean, if one
| ooks at 35.19 -- and | think | have someone here from-- no,

| guess | don't.

MS. SCHLUETER: WMarjorie is here.

MR. CAMPER: Oh, Marjorie is here? Oh, good.
Marjorie? |If soneone -- if we ook at 35.19, and |I'II| defer
to counsel, but just not being a |lawer, if | look at 35.19,
and we review requests for exenptions for training and
experience requirenents with this Commttee -- and that's what
we're doing here -- and the Comm ttee advises that, "W don't
t hink you should grant exenptions of this nature. W don't

thi nk you should grant them for reasons A, B, and C " then we
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wi || take that advice under counsel.

CHAI RVAN SI EGEL: The Chair woul d entertain such
a notion.

MEMBER WOODBURY:  So noved.

MS. SCHLUETER: To this section?

CHAI RMAN SI EGEL: To what Larry just said.

MS. SCHLUETER: You need to be specific on what
you woul d not grant an exenption to, 35.920(b) or T&E
requirements in Subpart J in general? Because we have, on a
case-by-case basis with this Commttee, reviewed exenptions to
ot her sections. Tel etherapy comes to m nd.

MEMBER FLYNN: And as a matter of fact, | was
going to bring that up. 1In teletherapy, we had two
applications that we | ooked at, and one was clearly
acceptabl e, and was clearly not acceptable. 1It's too bad that
we don't have at |east 25 or 30 applicants to | ook at, because
there is probably sonme variation as to how the --

MS. SCHLUETER: Now, that --

MEMBER FLYNN: -- how the work experience is
being interpreted. |Is that right? Well, there may be sone
variations as to what -- what constitutes supervised (quote)
"wor k experience" and what -- there may be people who are

really trying to stretch the definition here.
CHAlI RMAN S| EGEL: Let me backtrack. | nmean, |et

me back up a little bit to your question, Janet, and that is
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that | am nore confortable for the nonent recomendi ng t hat
you continue to conme to the ACMUI to deal w th individua

cases for very specific situations. And | certainly am having
the ACMJUI recommend that you can do an across-the-board drop
in the nunmber of hours for granting exenptions, and then just

l et the staff go ahead and grant those exenptions.

| think there are strong principles that have
been di scussed for five years running and for 10 years before
that that have to be dealt with in a very open, deliberative
fashion before we just would cone down and make this
recomrendat i on.

So the notion -- let's see how we can -- how we
had that notion worded. David, you made it. Do you want to
restate it? Let ne state it for you, and then you can --

(Laughter.)

The Chair would entertain the follow ng notion.
That the ACMUI not recommend a reduction or -- or not
recommend a m ni nrum nunber of hours that be used for purposes
of granting exenptions to the training and experience
requi rements in Subpart J. Period.

MEMBER WOODBURY: So noved.

CHAI RMAN SIEGEL: |Is there a second? |Is there a
second?

MEMBER NELP: Second.

MR. CAMPER: That would apply to your --



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

258
MS. SCHLUETER: All of them

MR. CAMPER: -- your 940 and 960 categories as

CHAI RVAN SI EGEL: And the reason | made or
entertained the motion the way | did is I just think this is
too inportant a topic to do in little bits and pieces, even
t hough there m ght be sonme perfectly legitimte radiation
oncol ogy arguments to cut out seven percent, the seven percent
and 42 percent on the table at once is just too nuch. And I'd
rather just | eave the | anguage of the rule exactly where it is
and not say that the ACMJ thinks you should ness with it
right now | think it's inportant that you go on and do the
bi g di scussi on and not --

MS. SCHLUETER: That's true. But in the interim
we will have exenption requests comng to us.

CHAI RMAN SI EGEL: And we --

MS. SCHLUETER: And we'll have to bring those to
you.

CHAI RMAN SI EGEL: That's fine.

MS. SCHLUETER: And at that time we'll have to
identify the m ni mum nunber or the criteria that we would use
to grant an exenption, if that applicant appeared to be
qual i fi ed.

CHAI RMAN SI EGEL: Well, | think that the ACMU

policy in that case would be relatively straightforward.
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We' ve been nore often asked to identify whether the training
that nmet the nunbers was training of sufficient quality,

rat her than whether the hours were met. And | think our
answer is sinple if you bring those cases to us.

If they cone in and say, "W have 300 hours of
training, and we want to do what normally takes 1,200," we'l
say no. On the other hand, if they say, "W've had 1, 200
hours of training, but the training has been -- 20 percent of
it has been in a practice environnent,"” rather than within the
setting of an institution that has many approved training
prograns, and we can get a sense of the quality, then we m ght
recommend that you approve that individual.

| think that's got to be, for us, a relatively
clear policy until the big issue is faced. And I'lI|l go down
with the ship on that one, I'mtelling you.

MS. SCHLUETER: So no recognition of concurrent
trai ning, concurrent experience?

CHAI RMAN SI EGEL: Except as it is listed in the
i ncorrect version, Option C

MEMBER NELP: | think exenptions are |ike what
was di scussed just a mnute ago. |f sonmeone has an unusually
good background, and an unusual ly good training opportunity
and experience that conbines el enents which you recogni ze of
hi gh quality, then you can grant an exenption. That's what

the -- my understandi ng of what an exenption should be for,
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but not based on sinply hours or sonmething |ike that.

MEMBER WOODBURY: |If you follow that course,
Larry, you know, you're going to have a flood of applications
because why woul d anyone opt for six nonths if you can do it
in four?

MR. CAMPER: Well, let nme make a -- sonething to
help clarify this, and then | think Marjorie would |like to say
sonet hi ng.

Rat her than view ng what we're bringi ng what
we're bringing to you as a relaxation or an attenpt to rel ax
regul ations, | would suggest to you that it's an attenpt to
formalize the review process with this Commttee's input. Let
me explain what | nean.

We are on record as saying that this training my
be obtained concurrently. Now, that's an interesting termif
you stop and think about it. | bet you we get a | ot of
di fferent opinions around the table as to what that m ght
mean. And the reason that we're on the record as having said
that is because froma practical standpoint, if one | ooks at
the two categories of 500 hours, one quickly recognizes that

you can do all of these things in a continuum al ong the way.

| mean, | can get the package to the front door.
| can assay it. | can stick it in a dose calibrator. | can
wi pe the package. | can go give it to the patient, you know,

and so forth and so on, from soup to nuts.
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Now, arguably, that |I'm doing that concurrently.
Well, then, what does that translate into? Because when
sonmeone has to say, "Okay. You' ve obtained your training
concurrently,” our reviewers |ook at this and say, "Well,
gosh, you know, concurrently is subjective. What does that
translate into in terms of nunmber of hours?" And there cones
t he rub.

Now, historically, we have used this term
"concurrent." The problemis when one explores this, and one
talks with ny colleagues in OGC, this idea this is obtained
concurrently doesn't necessarily work real well because, in
fact, what you're doing is seeking a granting of an exenption
to the regulation. So what we're doing is we're trying to
formalize that process with you, not circunvent it.

CHAI RMAN SI EGEL: Right. But --

MEMBER NELP: This is an exanple of concurrently.
| go to nedical school and | go to | aw school, and at the sane
time | graduate on the sanme day, and | get ny | aw degree here
and | get ny nmedical degree here, and | did it concurrently
because | spent extra time and extra effort which condensed
into five years instead of seven or eight years. That's what
concurrent neans.

CHAI RMVAN SI EGEL.: Ri ght .

MEMBER NELP: And it doesn't nmean you say, "Well,

we'll count this two for one."
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CHAI RMAN SI EGEL: The problemw th the

"concurrently"” language is the fact that this thing got nessed
up in the way it got translated into Part 35 fromthe way it
was di scussed ad nauseamwith the ACMJl at the tinme it was

di scussed 10 years ago. And that is that it was supposed to
say a thousand hours of supervised clinical and work
experience, and the assunption was is that the 200 hours of
classroomtraining could go on at the sane tine that you were
in this six-nmonth thousand-hour clinical rotation and that was
the concurrent.

It was splitting the 500 and 500, which first of
all is silly for the reasons we've already pointed out, but
splitting those two has created a problem That's the
fundanmental problem The ACMJ, in the past, and at |east |
t hink most of the ACMUI for the past four years, has not
wanted to back off fromthe thousand hours of training. And
that's six nonths.

MS. ROTHSCHI LD: Marjorie Rothschild fromthe
O fice of General Counsel.

| have a general comment, but now that Barry has
mentioned this 1,000 hours | have a question for Barry. Mybe
you coul d answer.

You said when it was supposed to say a thousand
hours. In what forn? | mean, | was just |ooking through the

proposed rule stage. | don't think it said a thousand. So
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are you saying that was the ACMJ recommendation and it didn't
sonehow get into --

CHAl RMAN SIEGEL: It is ny recollection, wthout
havi ng any of the records before ne, that that was the
recommendati on of ACMJI .

MS. ROTHSCHI LD:  Ckay.

CHAI RMAN SI EGEL: That woul d take us back roughly
10 or -- at least 12 years, nore like 12.

MS. ROTHSCHI LD: Okay. Because at the proposed
rul e, proposed 920(b), I'mnot sure if ny math is correct but
it doesn't ook like it enunerates, you know, or even mentions
a thousand hours. So you're saying maybe it was at even
before the proposed rule?

MEMBER NELP: When was that proposed?

MS. SCHLUETER: 1985.

MS. ROTHSCHI LD: July 26, 1985.

MEMBER NELP: Counselor, may | ask your | egal
definition of "concurrent"?

MS. ROTHSCHI LD: What? | prefer not to get into

MEMBER NELP: It's a very serious question.

MS. ROTHSCHI LD: Well, | think you can just give
it the dictionary definition. But | think what we're --

MEMBER NELP: \What woul d that be?

MR. CAMPER: It's a conti nuum
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CHAI RMAN SI EGEL: It means sinultaneously.

That's what "concurrent" neans.

MEMBER NELP: That neans at the sanme, right?

CHAI RMAN SI EGEL: Ri ght.

MEMBER NELP: So it neans you do two things, two
different things at the same tine.

CHAI RVAN SI EGEL: But concurrent isn't in the
rul e, anyway.

MR. CAMPER: No.

CHAI RMAN SI EGEL: Concurrent has been a policy
statement and --

MS. SCHLUETER: Well, it hasn't been a policy --
it has been a -- right, not a formal one.

CHAI RMAN SI EGEL: Operating --

MS. SCHLUETER: Well, it's been in the Federal
Regi ster notice as early as 1982, that the required training
el ements could be perforned concurrently. So it goes back

quite a ways. And, unfortunately, as | nentioned before,

these are -- these statenents are in guidance docunents, which

wer e superseded by the '87 rule.
MEMBER BERMAN: Well, no one woul d di sagree about
t he concurrently. | nmean, we've already pointed out you're

not going to take a block of tinme and spend it purely on 500

hours of opening up packages and testing radiation safety. So

that concurrent is I think sonmething that was probably
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under st ood, even though it wasn't in the rules, was understood
al |l al ong.

The question is whether or not the total nunber
of hours of 1,000 has to be there cast in bronze. That's it.
There are no exceptions. O, since Larry has pointed out, M.
Canper has pointed out that, in fact, there have been many
exenpti ons that have been made, either through the NRC or
because of what the NRC did through the agreenent states, nmany
over the | ast several years in which the total nunmber of hours
outside of the 200 hours for the course, this total nunber of
hours has been 500 rather than 1, 000.

Now, what we would be doing at the tine of this
woul d be going back, |I think in a retro -- in kind of a
reactionary fashion, going back to sonething and sayi ng,

"Well, wait a second. That was a nmisinterpretation.” Now,
you can i npose again the 1,000 that hasn't been now i nposed
for a few years on a systematic basis.

And | think that, to ne, that's a clear step back
in -- at atime in which the public health and safety is not
-- isreally marginally effective, just to do it for the sake
of politics.

MEMBER NELP: What are you going to do, though,
Dan, with all of the programdirectors of radiology prograns?
How are you going to |l et them know that they've got literally

many dol lars and nuch time spent or commtted to structuring
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prograns now that fit the spirit of this regulation at the
tinme it was witten?

MEMBER BERMAN: | think that Larry's answer was
t he appropriate one for that, which is that that mechani sm of
com ng through the American Board of -- one of the Boards,
ei ther the Anerican Board of Radi ol ogy or the Anerican Board
of Nucl ear Medicine, would be the nmethod by which that woul d
be addressed.

So if having heard this, it's -- to ne, it's a
di fferent issue, because they're tal king about the desire to
-- the reason | think it's a different issue is it's the
desire to do all of nuclear nedicine. That's what a
radi ol ogi st does after his training, and it would seemto nme
that there would probably be a different set of considerations
as to what is a necessary requirenment to do all of nuclear
medi ci ne conpared to doing it for diagnostic purposes on one
particul ar organ.

However, they could cone -- they would probably,
possi bly, would conme back and say, "Well, now that you've
al l owed cardiologists to do it for one organ, we want to do it
for the whole body with four nonths, perhaps, but to be nore"

MEMBER NELP: But the regulation doesn't say
anyt hi ng about any organ. It says "nmedical inmaging" and that

can be any organ you want to choose. It turns out that the
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organ of interest is the heart.

MEMBER BERMAN: That's why it turns out that
t hese applicants, these 20 to 30 per year that are going to
turn into 100 per year at the present rate -- | think it -- 20
to 30 comes to the NRC. In the whole country, there are
hundr eds per year com ng through this nmechanism And when
they're comng for this variance, they're not doing it for the
whol e body. If they were doing it, asking that there be
i magi ng of the whole body with this nuch training, they would
probably get turned down.

CHAI RMAN SI EGEL: Okay. But we are now rai sing
again the whole issue of limted |licensure.

MS. SCHLUETER: Ri ght.

CHAl RMAN SI EGEL: And we're getting, once again,
into the discussion of whether what the NRC is |icensing has
to do with the clinical conpetence necessary to study a bunch
of organs versus the clinical conpetence necessary to study
one organ. And we don't want to do that. W don't want to
have that discussion again in this forum in this |ength of
time, wthout doing what we said we wanted to do now ni ne
times, and that is discuss a paradigmshift and a whol e new
approach to this.

Consequently, there's --

MEMBER BERMAN: |If | could nake just one nore

conment .
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CHAlI RMAN SI EGEL: Sure can

MEMBER BERMAN: | believe that to take -- to step
back, and to go back now after having it becone w dely
di ssem nated, that the NRC s interpretation that has been that
these -- that the 500 and 500 could be reduced so that the
total could be 700. Having -- if we take the step back, |I'm
just saying that | think what you're doing is inviting, again,
the messy political process --

CHAI RMAN SI EGEL: | di sagree.

MEMBER BERMAN: -- that will occur with now the
Ameri can Soci ety of Nuclear Cardiology and all of the people
who are the advocates of the single organ system going to
t heir congressman and saying, "We' re being blocked out, on the
basis of politics, fromdoing what we -- what is appropriate
for us to" --

CHAI RMAN SI EGEL: First of all, that will be
terrific because that will be sonething that will force us to
di scuss this issue properly once and for all. So
congressi onal pressure to get us to really do this out in the
open is okay by me. That's nunber one.

Nunber two, |I'm not sure | understand what you're
saying. You're saying that agreement states are currently
only requiring four nonths of training for |licensure?

MEMBER QUI LLEN: Can | comrent on that?

CHAI RMAN SI EGEL: Pl ease, Bob.
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MEMBER QUI LLEN: We did a survey of agreenent

states a couple of years ago on how many hours they were
requiring, and I can say fromthat survey that it was a very
i nconsi stent nunmber. | nmean, there was -- sone agreenent
states were only requiring 500 hours, and it seens to ne there
was at | east one that was requiring even less than that. It
was |ike 200 or 250 hours.

CHAI RMAN SI EGEL: Good for them

MEMBER QUI LLEN: So there is not a consistency
wi thin agreenent states.

MR. CAMPER: No, and it's not an item of
conpatibility in our regulations for the agreenment states.

MEMBER NELP: Does the agreenent state have --
does the agreenment permt themto |license with lesser -- wth
| esser qualifications than NRC would license directly?

MEMBER QUILLEN: It's an issue of conpatibility
regul ation. There's no conpatibility criteria, so it's the
option of the state.

MR. CAMPER:. The answer to that is yes. The

states have different criteria.

MEMBER NELP: | can -- yeah
MR. CAMPER: In sone cases, it's |less than ours.
VEMBER NELP: | can -- in certain areas, | can

i npose nore stringent regul ations but never | ess regul ations.

In the case of an agreenent state, they can inpose |ess
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regul ations than the NRC

MR. CAMPER: |t depends upon the |evel of
conpatibility assigned to the regulation. Mst of Part 35 is
not an item of conpatibility. Only when you get into
assignment of conpatibility do you get into this question of
whet her the state nmust be verbatimto us, division 1 that's
cal | ed.

Or they can have -- get into areas where they can
be nore restrictive than we are, but not |less restrictive, and
you get into division 2 and division 3 when you get into that
realm or you have no conpatibility. And for us, very little
in Part 35 is an item of conpatibility.

MS. SCHLUETER: Subpart J is not an item of
conpatibility, but it is inportant to note that the conference
of radiation control programdirectors, which represents
agreenent state program nmanagers, also formulates in its SR-6
Comm ttee suggested state regulations. And as recent as
Novenber of '94, they have revised their Subpart J conpatible
section of T&E to recognize other training pathways besi des
Board certification. And those are a reflection of the NRC s.
They' re al nost identical.

Now, that's a set of suggested state regs. that
each agreenent state may or mmy not use. But they are not
required to use those. Sone do.

CHAl RMAN SI EGEL: Let ne correct sonething | said
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were strong recomrendati ons from several professional
societies that the nunmbers should be lunped into a single
bl ock of tinme.

And actually, the political history of this is
fairly interesting, because if you recall, Dan, the
cardi ol ogi sts were at the tinme actually arguing for training
as short as just a couple of nonths. The ABNM wanted two

years but was willing to go as low as six nonths to

accommodat e the radi ol ogists, who really wanted four nonths of

training, and the radiology programdirectors of the United
States swall owed six nonths quite reluctantly as a way of
wor ki ng out an apparent conproni se that had seened |like the
NRC could live with and the ABNM woul d sit tight wth.

| really think that this topic is so inportant
that for the ACMJ to do anything other than say, "W can't
hel p you at the nonent” would be a terrible m stake for the
ACMUI, and if it forces the issue to bring up the paradi gm
shift discussion and get it on the table, all the better.

So I'"mgoing to call the question unless anyone
feels Iike we shouldn't do so.

MEMBER NELP: Call the question.

CHAI RMAN SI EGEL: Call the question. Fine. All
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raising

abst ai ni ng?

yet, so

in favor of the notion as made, indicate by saying --
aye? All opposed? Dr. Berman is opposed. All
Are you still not official? He's still not a menber
we had -- who abstained?
MEMBER QUI LLEN: | abst ai ned.
CHAl RMAN SI EGEL: Okay. So one didn't vote

because he can't,

favor, save Dr. Berman who was
reflect.

Any nore questions?

MS. SCHLUETER:  Not

(Laughter.)

Not today.

MR. CAMPER: | have

MS. SCHLUETER: Oh,
m nute. Larry, we do have that

MR. CAMPER: That's
that up in a nonent.

MS. SCHLUETER:  You
you |i ke my notes?

MR. CAMPER. No, go

before she brings up the related topic,

have any --

what "concurrent” m ght

MEMBER NELP: | thi

and one abst ai ned,

and the rest were in

opposed. Let the record so
from ne.

t wo.

wait a mnute. Wit

related topic.

right. 1'magoing to

're going to do that?

ahead. But just one

and that is,

mean to us?

nk it would be very,

a

bring

Woul d

question

do you

do you care to venture a working perspective on

very
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i nportant to get a witten definition of concurrent. 1'd
start with Webster. Did you have a --

MS. SCHLUETER: Can you grab your m ke, please?

MEMBER NELP: | said it mght be very inportant
for you to have your definition of concurrent, and you m ght
start with Webster, in case this discussion surfaces. |'m not
sure that my definition is correct is what I'msaying. |I'm
not sure | can give you the correct definition.

CHAI RMAN SI EGEL: \Where is the concurrent
| anguage? Where does it appear?

MR. CAMPER: Well, we have -- the | anguage
appears in conmmuni cati ons whi ch have been signed by managenment
representatives of our organi zation, my predecessor anpngst
t hem

MS. ROTHSCHI LD: Larry, doesn't it -- excuse ne.
But - -

MS. SCHLUETER: Historically or in --

CHAI RMAN SIEGEL: | nean, 1'd like to see the way
it's used in the sentences that we think are the operating
sentences, to understand exactly what it neans.

MS5. ROTHSCHILD: It was in -- excuse nme. | think

it was in this -- there was a 1982 Federal Reqgister notice.

Now, renenber, that was before even the proposed rule.
Correct? And wasn't there sone part -- now, that notice was

not -- it was not part of a rulemaking, and it wasn't a
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statenment of policy.
MS. SCHLUETER: Well, the 1982 was because the

1982 -- Decenber 2, 1982, Federal Reqgi ster notice was the one

that increased the duration requirenment associated with
35.920(b) fromthree nonths to six nonths, effective June 1,
1984.

CHAI RMAN SI EGEL: It doesn't sound like to ne if
you're increasing it to six nonths that you could nmake it
concurrently with these time limts, because these tinme limts
are designed to be six nonths.

MS. ROTHSCHI LD: But that -- now, that pre-dated,
t hough, this -- | nmean, this current version of Part 35.

CHAI RMAN SIEGEL: So let nme ask you a questi on.
In the statenents of consideration of the 1985 rule --

MS. ROTHSCHI LD: Ri ght.

CHAI RMAN SI EGEL: -- was the "concurrent" used in
the statenments of consideration?

MS. ROTHSCHILD: No, it wasn't. But it does say,
while we're on that subject, that the criteria identified in
t hese sections were devel oped by the staff with the assistance
of the ACMUI over the past several years.

CHAI RMAN SI EGEL: No argunent that we assisted
you.

MS. ROTHSCHI LD:  Ckay.

(Laughter.)
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CHAl RMAN SI EGEL: We didn't always follow our

recommendations, and | would -- as |'ve said before, there was
-- it was a different breed of ACMJ 10 years ago than the
| ast four years.

MS. ROTHSCHI LD: Well, | think froma |egal point
of view what we're dealing with is the | anguage of the reg.
says -- it says 500 hours and -- but the staff has a
hi storical interpretation or policy or position that at | east
it could be obtained concurrently. That's -- | think legally
speaking, that's what you're dealing wth.

CHAI RMAN SI EGEL: And ny answer is is I'msorry
you' re dangling, but that provides you with an opportunity
really face this issue head on, as a way of getting out rather
t han asking us to recomend that you reduce the m ni mum nunber
of hours, that we say that there should be a reduced nunmber of
m ni mum hours.

MS. ROTHSCHI LD: But froma | egal point of view,
I"m wondering if we're m xing appl es and oranges. The issue
I's not should this part, you know, provision of Part 35 now be
amended to reduce the nunber of hours. The issue is there's a
provision in the regulations for granting exenptions.

MEMBER NELP: And we advise that you do not do

CHAI RMAN SI EGEL: We advi se that you keep com ng

to us.
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MS. ROTHSCHI LD: Okay. Well, | don't think

there's any difference of opinion on that, and I don't think
anybody proposed, did they, Larry, that necessarily that even
there were agreenent on sone generalized criteria, was there
-- would that necessarily --

MR. CAMPER: It would -- yes, it would. It would
mean that you woul dn't necessarily have to bring every case to
the ACMUI if the ACMJU has, in fact, endorsed some m ni num
| evel of |anguage or m ni mum nunber of hours they would find
acceptabl e for granting of an exenption.

We would still have to review each applicant case
by case, but the regional reviewers could be doing so
following a policy and gui dance directive.

CHAI RVAN S| EGEL: Right. Well, I think we
answered your question. Did you have another --

MS. SCHLUETER: Yeah, | guess.

Do you want to do this, Larry?

MR. CAMPER: Yes.

MS. SCHLUETER: Okay. | thought it was going to
be, you know, just --

MS. ROTHSCHI LD: Janet, before | sat down, | just
had -- there was one dangling issue frommy point of view,
which was a little earlier there's been reference to whether a
requirenent is inposed in a |license condition versus whet her

it'"s in a regulation, and certain procedures that apply when
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you have requirenents that are inposed by regulation, and
that's true.

But it -- a requirenent that's in a license
condition is not somehow defective or inferior to a
requi rement that appears in a rule. There are just certain
procedures that, you know, people are obviously aware of that
apply when you have rul emaking. And licensing and |icense
conditions -- that's a different subject. | just didn't --

CHAI RMAN SIEGEL: In a perfect world, | agree
with you. But in a world where the regul atees often feel
powerl ess relative to the regulators, it is a |lot easier when
the community at large is discussing a rule than when
i ndi vidual |icensees are negotiating license conditions with
t he Nucl ear Regul atory Conm ssion, or the FDA, or what have
you. So the world is not perfect, so we |like rul emaking
better as a general rule.

MS. ROTHSCHI LD: Al though | think we have heard
it many times, at |east from agreenent states is, please, for
our sake don't put your requirenents -- or don't force us to
put our requirements in regulations. It's nmuch easier, gives
us nore flexibility, if they can be done, you know, as part of
licensing. So | guess |I'mjust saying that -- that, you know,
we hear different things.

So | just wanted to be clear that a requirenent

i nposed on -- as part of a license condition is not sonmehow
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legally inferior to, or suspect, because |licensing happens to
be different fromrulemaking. | just wanted to correct any
i nplication.

CHAI RMAN SI EGEL: But you can change |icense
conditions tonorrow if you choose to, because you perceive a
need to make a qui ck change, and the conmmunity di sagree with
you. \Whereas, you can't do that with rules.

MS. ROTHSCHI LD: Well, you can have i mediately
effective final rules, but it's very, very rare.

CHAI RVAN SI EGEL: They are quite rare.

MS. ROTHSCHI LD: Right. And, of course, there
are, you know, due process requirenmnents when you' re talking
about orders and certainly enforcenent action.

CHAI RMAN SI EGEL: No argunent. Okay.

MEMBER BERMAN: | don't think you answered
M. Canper's question. | think he has said, "WII| you define
‘concurrently'"? And we're not going to define it.

But if someone cones to himas an applicant

saying, "I don't have a thousand hours, | don't have 500 plus
500. Instead, |'ve got sonething short of that,” is -- and
they don't have the -- | -- instead of having my full 1,200,

l"mcomng up with sonething nore on the line of 700, is this
Commi ttee saying no exceptions? Anything |less than a thousand
for those two categories should come before the Committee? |Is

t hat what we're saying?
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CHAI RMAN SI EGEL: That's what the notion says.

The notion said not to recomrend exenptions fromthe | anguage
in Part 35.

Janet ?

MS. SCHLUETER: Okay. On a related issue, as |
mentioned earlier, all Subpart J sections have required
classroomtraining. And to date, virtually -- the NRC has
virtually received no requests for physician applicants com ng
to us that have docunented training where they have received
sonme portion or all of the required classroomtraining in an
off-site, non-traditional training node -- for exanple, the
use of videotapes, correspondi ng wor kbooks, CD-ROM ot her
t el ecomuni cati on net hods.

We recogni ze that the use of these types of off-
site training nodes are common in the coll ege graduate, post-
graduate | evel education. So we assune that eventually the
NRC wi |l receive requests from applicants that have received
some portion or all of the required classroomtraining through
these non-traditional nodes.

So our questions to you today are based upon our
review of these types of applications and, in other words, we
need to have a feel fromyou whether or not there are specific
I ssues that need to be addressed, such as is there sone
portion or sone fraction of contact time that is necessary

bet ween the student and the preceptor, or the lecturer, or the
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tutor, or whatever?

s the use of one nodality independent of al
ot hers sufficient, or should one nodality be used in concert
with another nodality, such as a videotape and a wor kbook
conbi ned? Are there things in particular that we need to | ook
at if we receive a request for physicians, or even other
i ndividual s? | nmean, we have T&E criteria for radiation
safety officers, and physicists, and so forth, that we should
be particularly sensitive to when review ng an application of
this nature.

And al so, what would conme to concern would be the
met hods used by the training program for proficiency testing.

MEMBER NELP: Do you have a specific exanple, or
Is this just |ooking ahead in anticipation?

MS. SCHLUETER: Just | ooki ng ahead.

MEMBER NELP: | woul d suggest rather than getting

into a detail ed di scussion of this issue that when this issue

arises | would be happy -- and I'm sure others m ght be happy
to help you evaluate that degree of -- or that kind of
material. Supervision is a very inportant conponent, and |

I mgi ne there are sonme very innovative approaches out there,
sone of which m ght be very worthwhile and some m ght be very
ski nmpy.

CHAI RMAN SIEGEL: | think the general sense of

where we've been in the past is that we encouraged that --
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have encouraged that the basic science training in all areas
not sinply be a recording of a nunber of hours but actually
ultimately involve sone certification by the person who did
the training that the individual has nastered the material.
That was part of the direction we were heading in the paradi gm
shift we were advising you about, and so to back track and say
that we want to recommend vi deotapes at this point --

MS. SCHLUETER: Yeah. But that --

CHAI RMAN SI EGEL: -- that strike ne as --

MS. SCHLUETER: -- the preceptorship would be
with respect to the supervised work or clinical experience.

CHAI RVAN S| EGEL: No, no.

MS. SCHLUETER: Not cl assroom necessarily.

CHAl RMAN SI EGEL: We previously said that we
think that there needed to preceptorship in relationship to
t he didactic basic science material as well.

MR. CAMPER: Well, the problem though, that --
again, is is that if one |ooks at the existing regul ations
today, it says 200 hours of classroom and | aboratory training.
Now, we can go back and find staff positions. W reviewed one
the other day from 1987 | think it was. Soneone had inquired
about this, and we responded by saying that classroom hours
mean the typical contact tine between an instructor and a
student that one normally finds, you know, consistent with the

uni versity approach.
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Well, it's now 1995, and a whole |ot of very good

universities are using videotapes and maybe CD- ROMs. And the
question that | have, then, is -- and our concern is driven by
radi ati on safety considerations, not clinical conpetency. |
guess nmy question really is is it, in the opinion of the
Committee, that it's acceptable for physicians to obtain
training in radiation protection, mathematics,

radi opharmaceutical chem stry, and radiation biology, via

vi deos and/ or CD- ROM appr oach?

MEMBER NELP: That's certainly no different than
reading a book. It mght be much nore effective, but that's
not the educational process. The educational process involves
a process of reiteration and testing of the material, and, you
know, that's only part of it.

MS. SCHLUETER: Well, in other words, it wouldn't
be enough for an applicant to just conme in and docunent to us
that they had conpl eted X nunber of hours with five
vi deot apes. | nean, we would have to take a | ook at exactly
what did the videotapes contain? What was the interaction
bet ween the student and tutor or |ecturer or preceptor or --

MEMBER NELP: That's what |'m saying. | can be a
qual i fied carpenter if | buy five videotapes on woodwor ki ng
and listen to themin my van. That's a start, but that
doesn't make ne qualified to do anything in a woodshop. | can

-- there are progranms out there. | called for a CVME program
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for physicians to have comon training and interests.

There are CME prograns where you can go to a
hotel at a resort area and listen to a tape, and the tape goes
on every week in continuum and you can conme in any day of the
week and | eave any day of the week and get credit for sitting
in that roomfor what part of the time you sat in that room
That's totally ineffective.

MS. SCHLUETER: Well, we would want to see sone
measur enment of proficiency of the student. | nean, we
woul dn't just exercise sonme sort of carte blanche approval of
non-traditional classroomtraining.

MEMBER NELP: May | nake a suggestion that when
this issue does conme up in a format where you have a concrete
exanple, then I think it would be worthwhile to tal k about it.
But you're tal king about a theoretical consideration.

CHAI RMVAN SI EGEL.: Denni s?

MEMBER SWANSON: Just a comment. | think --
didn't we -- we sort of addressed that when we did the
training and experience requirenments for the radi opharnmaci sts
in that we said 700 hours of -- in a structured educati onal
program And | would strongly suggest that that's -- that's
probably the way that we need to | ook at this also.

CHAI RMAN SI EGEL: | nean, videotapes can be very
hel pful --

MS. SCHLUETER: Ri ght.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

284
CHAI RMAN SIEGEL: -- as part of a structured

educati onal program But they certainly shouldn't be the
whol e shooting match.

MEMBER FLYNN: Larry, you're talking about
under graduate coll eges now. You're not talking about post-
graduat e nmedi cal education, are you?

MS. SCHLUETER: We're tal king about training
prograns that are designed to neet the required nunber of
cl assroom hours identified --

MEMBER FLYNN: Well, you gave exanpl es of
vi deot apes and CD- ROM and - -

MR. CAMPER: Well, | am aware of --

MEMBER FLYNN: -- correspondence courses. You
can get credit for correspondence courses for undergraduate

degrees. That's true.

MR. CAMPER: |'m aware --
MS. SCHLUETER: |'m sure --
MR. CAMPER: |'m aware of a graduate degree

program that one can take to obtain a master's degree froma
prestigious institution in a scientific technical discipline.

It my well be health physics for that matter. But their

programis primarily -- | don't knowif it's totally, but it's

certainly primarily through videotapes, proctored testing,
interaction with instructors, long distance interaction with

i nstructi ons.
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MEMBER STITT: That's right. |1'mgetting all of

t hese hours cranked up as --

(Laughter.)

CHAI RMAN SI EGEL: All right. Have we sort of
answered your question?

MS. SCHLUETER:  Yes.

CHAI RMAN SI EGEL: We'd rather wait for a real

exanple. [|I'msort of rem nded of a Mel Brooks routine in the
2,000-year old man that -- a bunch of psychiatrists are being
put to -- talked to at a -- by a talk show host, and one guy

said he was a psychiatrist from Texas. And he said, "Do you

mean the University of Texas?" He said, "No, the State of

Texas. One day | was wal king out in the prairie, | put ny
foot up on a rock, |ooked up at the sky, and said, 'l ama
psychiatrist,' and |'ve been one ever since."

And so | get the feeling that we can take this
self-training stuff a little too far.

(Laughter.)

| had a dream that | had 200 hours of classroom
experience, and, therefore, it must have happened.

MEMBER WAGNER: How did you know that's the way
we do it in Texas?

(Laughter.)

CHAI RVAN SI EGEL: Because | know.

We need a break, but I'mtold that the Solicitor
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is here fromthe Ofice of General Counsel to discuss the
petition to review the -- do you want to break? Let's take a
five-m nute break because we've been sitting a |long tine.

(Wher eupon, the proceedings were off the record
for a break from3:54 p.m until 4:02 p.m)

CHAI RMAN SI EGEL: Okay. Take your seats. Tine
Is noney. We've |ost the commttee. Larry, are you com ng?
We're m ssing Bob, but that's okay. W're mssing David. Oh,
he's there.

M. Cordes, we're back on the record.

MR. CORDES: Good afternoon. [|'m John Cordes.
amw th the Office of the General Counsel at the Nucl ear
Regul atory Commi ssion. M title is Solicitor, which neans |
amin charge of court cases, defending the NRC in court cases.

| have been asked to namke a couple of remarks
about one of our court cases that was filed several nonths ago
by the two physician groups, Chou and Jing, (phonetic) the
Radi ophar maceuti cal Rul e.

| amreally not going to take very nuch tine. |
have very little to say about this court case because it's in
a very immture stage. All that has been filed in the case is
a petition for review in the Court of Appeals, which is a one
page docunment that says the rule is arbitrary and unl awful .
That's all it says.

We did neet in the General Counsel's office with
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one of the or maybe the only attorney in the case, a man by
t he name of Shel don Truebatch, who is also the attorney who
represented these groups several years in another |awsuit
agai nst the NRC involving equality managenent rule.

M. Truebatch did not have a | ot of say about
what the issues are in the case. | think he is still
devel oping them hinmself. He has filed what is called a
docketing statenent in the Court of Appeals, which lists the
issues in the case. They are phrased in a great |evel of
generality.

It is nmy understanding that the principle
grievance with the rule is a conpatibility determnations in
the rule, what aspects of the rule should be made applicable
to agreenment states. The petitioners seemto think that the
NRC applied too nuch to agreenment states.

There is also a reference to an alleged failure
by the agency to follow the advice of this group, ACMJ .
Again, | don't have the details on those issues because they
haven't been fl eshed out.

Let me just briefly explain the procedure. This
Is a Court of Appeals case. There is no trial, no evidence,
no testinmony. It's nothing |like the O J. Sinpson case. |It's
much nore kind of academi c or boring than that.

Each party eventually will file briefs, probably

40 to 50 pages. The 40 to 50 page briefs explaining their
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positions. The Court of Appeals, a three judge court here in

the District of Colunbia will then hear an oral argunment in
t he case, where each side will orally debate the issues. Then
several nonths after that, the Court will decide the case.

The D.C. Circuit, where the case is pending, has
a huge backl og of cases. They are way behind. This case
likely will not be heard until the winter, at least. And
probably won't be decided until at |east a year or so from
now. So there's really nothing i nm nent.

M. Truebatch has indicated to us that he intends
to send us a letter, I may have nentioned this, specifying his
i ssues in the hopes that perhaps the NRC staff could clarify

sone of the doctor's concerns and maybe the |l awsuit woul d not

be pursued. | don't know whether that is true.

| really have, | know you are way behi nd. Donna-
Beth Howe, | think is waiting to speak. 1'll be happy to
answer any questions anyone has, but | really think ny

appearance here is sort of premature in that | have nothing
really substantive to say about issues that may be of
I nterest.

MEMBER NELP: We need nore staff |ike you.

CHAI RMAN SI EGEL: Thank you. | appreciate your
com ng. Are there any questions?

MR. CORDES: Thank you. Nice to neet you all.

CHAI RMAN SI EGEL: Sorry we kept you waiting so
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| ong.

OCkay. Since there are a nunmber of people who are
here to hear the discussion of the guidance docunents for the
Radi opharmacy Rule, we are going to do that next.

So Donna-Beth. Just to keep you on track on the
agenda, we will try our best to do Bob Ayres item on the
Strontium 90 applicators yet today before we quit. But we'l]l
probably put the dose range stuff on for tonorrow

MR. CAMPER: As Donna-Beth is setting up, let nme
make an adm ni strative announcenent so we can use tine.

Comm ssi oner La Planque has indicated that she
will be by to see the Commttee tonorrow sonetine between
11: 00 and 12:00. She is tied up in a briefing from110:00 to
11: 30, but she will stop by to just speak for a few m nutes
and say goodbye. As you know, her termis conmng to an end
soon.

MS. HOWNE: (Okay. Today | am going to be talking
to you about the Radi opharmacy Rule. | have titled it pre-
draft regulatory guides. There's a reason for that.

Because a regulatory guide is not a draft

regul atory guide until it's published in the Federal Register

for public comment. So this is really a docunment that is
before that stage.
We are hoping that at the end of this ACMJ

neeting, we will have a clear description of your coments so
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that we can work on those and consider themin devel oping the
final draft regulatory guide for publication.

| wanted to give you a little bit of a background
about the function of a regulatory guide, because it has conme
up before. One is, its primary mssion is to address item by
item how to provide information requested on NRC Form 313.

That is, howto file for an NRC |license.

It has a certain structure. In our draft reg.
gui des, we have for the nost part adopted this structure where
we identify the applicable regulations for each itemto show
| i censees the basis for the information that we are asking.

We try to give themlicensing criteria, so they
will see what we're judging their answer against. W also try
to provide themw th sonme guidance in acceptable responses, so
that if we saw a response that | ooked |like this, they would
know t hat that was acceptable to us and their application
woul d go through fairly quickly and wi thout too many
questi ons.

The last thing we do is we have appendi ces. Now
appendi ces are where we give nodel procedures and prograns
that we could consider to be the m ninmal acceptable prograns
or procedures for their |license application. So appendices
are a little bit different fromthe body.

Now t oday we're going to be tal king about three

pre-draft regulatory guides. The first one is the "Guide for
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t he preparation of applications for comrercial nuclear
phar maci es. "

The second one is the "CGuide for application for
licenses to authorize distribution to various itens to
comrer ci al nucl ear pharmacies and to nedical use licensees."”

The third one is not really a reg. guide, but
it's a proposed supplenent to regulatory guide 10.8 Revision
2. This is the "CGuide for preparation of applications for
medi cal use.”

Now just quickly to give you a little bit of why
each one of these reg. guides looks a little different from
the one preceding it. For the comercial nuclear pharnmacy
gui de, we are actually going to on the |icense authorize the
possessi on and use of byproduct material. So you will see a
good nunber of questions and guidance in these reg. guides
that tells the informati on we need to see on setting up
radi ati on safety prograns.

They will all authorize the distribution of
radi oactive drugs to nmedical use licensees. That is a primry
function for commercial radi opharnmcy.

There may be sone additional itens on the
i cense. They may be authorized to distribute seal ed sources
to nmedical use |licensees. They may be authorized to
redi stribute radi oactive drugs or seal ed sources.

For the guide for the preparation and application
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for licensed authorized distribution, this is primarily the
manuf acturers. These are the Squi bbs, the New Engl and

Nucl ear, the Duponts of the world. These are the

manuf acturers that are registered with the Food and Drug

Adm ni stration, or possibly with the state food and drug

group.

This particular license that they are issued does
not authorize themto possess by-product material. They have
to have another |icense that will authorize possession of

bypr oduct material .

So when you | ook at these reg. guides, you'll see
a lot of issues that say not applicable. Well, why don't they
have a radi ation safety progran? |It's not applicable. The
radi ati on safety programis covered under a different |license.

Many of these manufacturers are large entities
t hat have research and devel opnent |icenses and broad scope
licenses. That's where they possess the material. So for
this particular reg. guide, you're going to see issues that
are nore focused on | abeling and the product.

For the commercial pharmacy, you'll see a | ot of
enphasi s al so on their possession and how they are doing
t hi ngs and how they are maintaining a safe radi ati on safety
programwithin their facility.

Okay. On the next line. W have regul atory

guide 10.8. As you are aware, the nedical use |icensees can
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be authorized for any nunber of things. | put the maybe
aut hori zed on the license, because we have different |evels of
experience and facilities.

We may have people that are just doing the very
first one is equivalent to 35.100. The second one is 35. 200,
35. 300, 400, 500, 600. So we nmmy have just a tel etherapy
license. We may have just an inmagi ng and di agnostic, which
woul d be say the cardiologist. So those are all the
possibilities that you woul d have for those |icenses.

Now t he next point is that you have seen the
t hree docunents that were in your briefing book before,
because in Novenmber, you saw an original version of the draft
regul atory guides for the commercial pharmacies, the
manuf acturers, and the medical use |icensees.

The docunent that you have in your briefing book
is different fromwhat you saw i n Novenber, because it
i ncludes information that we added to it, as a result of
conmm ssion-directed changes when they approved the final
radi opharmacy rule. 1t includes considerations of comments
t hat you nmade during your Novenmber ACMJ neeting.

It also includes the January 4, 1995 final rule
clarification. That came out of the ACMJI comments when it
became clear to us that everybody on the ACMUI had a different
interpretation of part of the |labeling requirenments in Part

32.
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| f everybody m sunderstood it, then maybe it was
time to clarify the rule. So that was a | abeling
consi derati on.

Okay. It also includes things that the NRC self-
identified for corrections and clarifications as we went
t hrough the draft reg. guide to see areas that we thought
needed cl eani ng up, maybe a different focus.

We have regional comments, because we sent the
draft reg. guide with included | anguage for the standard
review plan out in Novenber. W got comments fromthe regions
on the standard review plan. W' ve incorporated many of those
into this version.

We had two letters, one fromDr. Mark Rotman, and
anot her fromthe Anerican Coll ege of Nucl ear Physicians and
Soci ety of Nuclear Medicine in March, that was essentially in
di sagreenment with our 10.8. In many cases, they junped to an
erroneous conclusion. Once they junped to it, they had other
things that they didn't I|ike.

So we took that letter and we said, well maybe
we've really got to go back and clarify where we were com ng
from and try to take out sonme of the | anguage that was open
for msinterpretation.

Then finally, we took all of the above areas and
we canme up with a new draft. Then we submitted that to Dennis

Swanson and to Marlin Pollycove, to get their comrent to see
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if we had essentially nade sonme clarifications that were now
under st ood by everybody. They gave us sone very good
coments.

We have tried to consider nost of their comments.
We still have a few issues in the draft reg. guide that we're
going to take longer for us to come up with the right words
and the right phrase. |In sonme cases, we m ght have to go back
to OGC before we can go out with the final draft reg. guide.

So this is kind of synopsis of why the docunent
you are looking at today is different fromthe docunent that
you | ooked at in Novenber. There is a |lot nore information
intoit. It's a nore polished docunent, but it's not the
final docunent yet.

| think what | would like to do next, is I'd |ike
to briefly go through how we changed, some of the major
changes we made to each one of these docunents to get it on
the record. When | finish that, then |'m going to open for
di scussion to get any comments that | m ght have fromthe
ACMUI .

CHAI RVAN SI EGEL: W should do that a document at
atime, | think.

MS. HOWE: Do you want to do the chnages and then
di scuss the docunent, or do you want nme --

CHAI RMAN SI EGEL: We've got to do one docunent.

You tell us the changes, and we'll tell you if there's still
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sonething that's troubling us. Then let's go on to the next
docunent. Otherwi se, we're going to lose our focus, |I'm
af rai d.

M5. HOWE: That's fine. Okay for this particular
gui de, these changes, what | have done is | have thrown up a
summary slide. It has the headings. But you will see in your
package that | have things that ook like slides right behind
it, that go into nore detail behind the headings.

OCkay. For adm nistrative changes, the difference
bet ween the docunent you saw and -- Sal, you'll |eave that one
up.

Anot her change was in the adm nistrative changes.
We had the technical editor up in the Ofice of Research go
t hrough the docunents. So we had a nunber of adm nistrative
changes, which included adding figures for the regional
offices in the agreenent states, adding boiler plate and
format changes that are specific to draft regul atory gui des.

We added new regul atory citations. There were
sone cases where we had not, we'd referred to parts of the
regulation within the body, but we didn't have it up in the
citations section.

We renunbered certain itens so that they were
mat ching with the Form NRC 313. W guided applicants to use
figures 1A and 2A in Appendix A. Mst of those were just

m nor cl ean-up operations.
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In the next area, we renoved text that m ght be
interpreted as requiring formulation or refornulation
procedures. |t was never our intent to ask for specific
formul ati on or refornul ati on procedures, so we went through
t he radi opharmacy guide very carefully. Were we thought it
m ght be m sinterpreted, we took that |anguage out.

We di stingui shed between photon high energy beta

emtters, alpha |Iow energy photon, |ow energy beta emtters in

measurenment, nonitoring and personal dissynetry (phonetic)
programns.

We revised the characterization, the kind of
amendnments expected. It was interpreted that we were asking
for amendnents for particul ar procedures on how to prepare
radi opharmaceutical. W had not intended that to be
interpreted that way, so we took the | anguage out to make it
cl earer.

We had sone areas that were focused primarily on
radi ati on safety. They were clarifying that the institution
is responsible for radiation safety prograns for conmmerci al
pharmaci es | ocated in nedical facilities. W' ve referred
applicants to the ALARA effluents reg. guides.

We suggested that |onger TLD exchange intervals
woul d be justified, if applicants canme in and requested it.
We renoved distinction between capsules and |iquids for |arge

quantities of radioiodine. W added radioactive halflife to
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routi ne decay in storage authorizations.

We were asked by the ACMJI |ast tinme to nmake
certain parts of the radi opharmacy reg. guide conformwth
regul atory guide 10.8, so we added calibration of two points
on each scale and decade for survey instrunments. W revised
constancy, accuracy, linearity and geonetry dependence to
mat ch Reg. Gui de 10. 8.

There were sone errors in Reg. Guide 10.8 on
linearity. We corrected those errors.

We rem nded the pharmacy of the Part 35
requi rements on nol ybdenum br eakt hrough in being given to
patients, being adm nistered to patients.

We revised Appendix E to match Reg. Gui de 10. 8.
We revised the product |abeling section. That was in response
to the changes fromthe Conm ssion and al so the January rule
clarification.

For things | have put into a category called
Others, we clarified that an authorized nucl ear pharmci st can
prepare or supervise the preparation of, earlier it just said
they had to prepare.

We clarified the notification requirenents. W
di stingui shed between requirenents and i nformati on needed in
characterizing the type of distribution operations. W
revised the redistribution of the generator section. W

clarified that the ANP and the RSO need to approve but not
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order all radioactive materi als.

We | et pharmaci sts know they could ask for
exenptions, to neasuring unit dosages of al pha or beta
emtters, if the unit dosages were passed through fromthe
manuf acturer to the custonmer, with no manipul ati on or
adj ust nent .

That's pretty much a laundry list of what we did
in Reg Guide 6 for the commercial pharmacy. Do we have ot her

CHAI RMAN SI EGEL.: Denni s?

MEMBER SWANSON: | don't know how specific, |
still have sonme m nor wording changes. But | think what |
woul d rather do is address two issues in that guide that |
think are broader issues that | think we need sone
clarification on.

The first issue deals with the neasurenent
accuracy of instrunents to measure --

MS. HOWE: Dennis, can you give us a page?

MEMBER SWANSON: If you go to page 28 of the Reg.
Gui de, basically. [It's for comrercial nuclear pharnacies.

At the bottom of the page, it discusses what the
central nucl ear pharmacy needs to have in the way of
i nstrunentation to neasure al pha and beta emtting
radi onuclides. That is where | have a problem | guess.

Ri ght now, it says if you were redistributing
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unit dosages of beta or alpha emtting radionuclides directly
fromthe manufacturer to the customer, that instrumentation
only needs to neet accuracy tolerances that enable you to
prevent m sadm nistration and detect gross errors by the
manuf act urer.

| think what we get down here is in the issue of
semantics, in that when we in the centralized nucl ear
phar macy, when we get prepared radi o pharmaceuticals froma
manuf acturer, and let's talk about current beta emtter
Strontium 89 P-32 sodi um phosphate, P-32 chrom c phosphate.
Those are in vials, basically. Those are not unit dosages,
per se.

MS. HOWNE: Well, they could be in a vial that's
unit dose.

MEMBER SWANSON: They could be in a vial that's
unit dose, but | think this is where the semantics cone into
pl ay.

| think we in pharmacy | ook at unit dosages as
you take that vial and you draw up a dose for a patient.
That's what we consider to be a unit dosage.

Getting to the issue at hand, if we |ook at, I've
got to junmp over to the end-user here, the medical use
l'icensee. The NRC permts the nedical use |icensee to base
t heir dosages upon the label, if they obtain a vial of the

prepared agent from a manufacturer.
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MS. HOAE: Yes. O they obtained it froma

pharmacy, and the pharnmacy did the measurenent.

MEMBER SWANSON: Right. Now can the centralized
nucl ear pharmacy, if they are sinply drawing up a dose from a
prepared radi o pharmaceutical received froma manufacturer
al so base nmeasurenents upon the manufacturers | abel.

In other words, as it currently states here if
you go on, however, if you make adjustnents to the
manuf acturers product, which | assume would nean drawing up a
unit dose, the neasurenent accuracy of the instrunments nust
neet tighter tol erances of 10 percent.

So what you are really creating here is a nmuch
tighter standard for the central nuclear pharmacy, than what
you are for the end users. Did you really intend to do that?

MS. HOWNE: (Okay. There are two parts to this.

One is, that we recognize that the end users may not have the
ability to measure al phas and betas well at all. So if they

got a unit dose that just went directly into the patient, we

weren't going to require themto nake the neasurenent if they
coul d depend upon the | abel.

Now, if the pharmacy gets it and they draw it up,
then | think we're assum ng that they are now responsible for
the measurenent.

We've said instrunents, and | tal ked to you about

this earlier. Perhaps we have to change that wording, because
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it would be nore the nethod of determ ning the dosage.

I f you used volunetric considerations with the
activity the manufacturer gave you, and that was your
procedure, that would be fine.

MEMBER SWANSON:  Ckay.

MS. HONE: There would be no problemw th that.

MEMBER SWANSON: That's the point | want | think
clarified at this point.

|'"d actually suggest if you go back to the node
t herapy regul ati ons that appears |later on, there's a statenment
there that says, for unit dosages may rely on the provider's
dose | abel for the radioactivity of the dosage and ot her
dosage information. |f the pre-calibrated dosage nmust be
adj usted prior to patient adm nistration, a volunetric
cal cul ati on and nmeasurenent is acceptabl e.

| think that is great wording, and it needs to be
applied to both the nmedical use |licensee and also to the
comrer ci al nucl ear pharmacy at this point also.

Again, | have no argunent if commercial nucl ear
pharmacy or nedical use licensee is preparing on site their
own beta or al pha emtter, obviously they need very accurate
instrunentation. But if you're sinply drawing up doses of an
agent received froma manufacturer, | don't think you want to
set that tight of limts on either one of them

M5. HOWNE: Okay. We will accept a conbination
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bet ween neasurenment and cal culation. So that would be fine.
We' Il adjust the wording there.

We have seen commercial nucl ear pharmaci es that
will, what they'll do is they won't have enough strontium /| eft
because of decay. They will pool things together.

Then they have tried to nake nmeasurenents in dose
calibrators. W would prefer they go back and use a vol une
activity cal cul ation, because we think there's a |lot nore --

CHAI RMAN SIEGEL: It's nore reliable.

MS. HONE: It's nore reliable. So that's what we
are trying to do.

CHAI RVAN SI EGEL: While we're on page 28, before
we go on.

MS. HOWE: Yes.

CHAI RMAN SI EGEL: The item about linearity.

MS. HOWE: Yes.

CHAI RMAN SI EGEL: Wbould it be 30 microcuries to
be consistent with --

MS. HOWE: We discussed this anpbng oursel ves.

The question was, and this is a good issue to bring up to the
ACMUI. The commerci al nucl ear pharmacy is sendi ng out
activities at levels lower than 30 mi crocuries. There may be
a fundanmental concept if you are receiving sonething, a pill
that's supposed to be 15 nmicrocuries, do you give the

radi opharmacy the sanme tolerance limts at 15 m crocuries up
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to 30 mcrocuries, or should it be 157

If they are sending you a pill that's supposed to
be 10 mcrocuries, should it be 10, close to 10 or could it
vary all the way up to 30.

| think there m ght be a difference between your
expectati ons of sonething conm ng froma pharnmacy, and your
expectations for msadm nistration in the nmedical. But I
don't know. So that would be a good issue, a good item for
you to discussion.

MEMBER NELP: |s that at 287

MS. HOWE: [t's page 28.

CHAl RMAN SI EGEL: Denni s, what do you think?

MEMBER SWANSON: What was the reasoni ng behind
changing it to 30 mcrocuries for the nedical use |icensee?

CHAI RMAN SI EGEL: Keyed it to the quality
managenment rule in the 1-131 m sadm ni stration, plus coupling
it with sonme realization that going down to 10 m crocuri es was
technically not realistic, because those calibrators get noisy
bel ow 30 m crocuri es.

MEMBER SWANSON: Then it's unreasonable to
require an accurate assay on the part of the centralized
nucl ear pharmacy for the sane reasoning. |f you can't neasure
t hat accurately anyway, then why are you inposing that rule on
it?

CHAI RMAN SI EGEL: We certainly woul dn't want
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ot herw se working dose calibrators taken out of use because
they couldn't deal with the range between 10 and 30

m crocuries. That would be a m stake. It would be burdensone
expensi ve regul ati on.

That would be nice to know. In fact, we do our
linearity tests to |less than 30 microcuries, just because we
want to know. But I'd hate to have to take it out of use for
that |l ast 20 m crocuries.

Denni s?

MEMBER SWANSON: Correct.

CHAI RMAN SI EGEL: Lou?

MEMBER WAGNER: Yes, of course.

CHAI RMAN SI EGEL: Anybody el se have a comment or
concern? Dan, it's cool? So we recomrend that you maybe make
that 30 mi cs. again.

MS. HOWE: Okay. It nmay be the radi opharnmacists
when they are sending out these |ow activity ones. | know
t hey have pre-stanped | abels that say plus or m nus so nuch
percent. That may not be appropriate when they get down to
the mcrocurie levels. | don't know  Ckay.

MEMBER SWANSON: Agai n, another general issue.
Page 35, where we tal k about precautionary neasures for
handling mllicurie quantities of radioiodine.

| thought we had discussed in the draft that the

real concern with radioiodine dealt primarily when you were
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dealing with liquid solutions, transfer of |liquid solutions,
dosing liquid solutions. In fact, when you're dealing with
capsul es, part of the advantages of working with iodine
capsules is it alleviates nost of the concerns regarding
volatility.

All | amreally saying here is that that sonehow
did not get reflected back in the rewite here, in that the
first paragraph under 10-10 shoul d probably read, "Only
applicants with operations -- perform ng radioi odi zati ons,

preparing radioi odine capsules fromliquid solutions, and

openi ng and di spensing fromvials containing mllicurie
gquantities of liquid radioiodine." You need to respond to
item 10-10.

M5. HOWNE: Yes. | think one of the reasons, and

you nmay want to discuss this. W took out the reference to
|l i qui d because we received a nunber of questions about whether
medi cal use licensees don't have to have bio assay prograns if
they are just dispensing capsul es.

We don't have a specific exenption fromthe
bi oassay program because they are using capsules. So this
was an attenpt to make that in parallel.

There still can be volatility questions that
m ght be associated with bioassay.

MEMBER SWANSON: Again, | think this goes back to

t he nodel rules later on, on therapy. W need to make the
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equi val ent change in those nodel rules or nodel guidance, to
only reflect bioassay requirenents for nedical use |icensees
for liquid radio-iodine.

M5. HOAE: |'mnot sure the NRC is prepared to
make that nmove at this point. | think, Larry, am|l right, we
have sone TARs in on that issue.

MR. CAMPER: That's right. We have some TARs
that we're evaluating right now W' ve not done a closure on
it.

MEMBER SWANSON: What's a TAR?

MS. HOWE: It's a technical assistance to the
region.

MEMBER SWANSON:  COkay.

MS. HOWE: That's a question that cones in from
the licensee. The region gives it to headquarters because
it's going to take a little longer to develop a policy.

MR. CAMPER: That's correct. W're not at
cl osure yet on it.

MEMBER SWANSON: Okay. | think as |long as our
nove is eventually towards recogni zing that capsules are not a
problem However we get to that point, okay. | understand
the conmpatibility issue though that you just mentioned.

| have a | ot of specific wording issues. | don't
know if we really want to address those types of things right

now.
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CHAlI RMAN S| EGEL: Well, what's the nechani sm for

doing it if we don't do themright now? That's the only
concern | have.

MS. HOWE: Sam you think we could work with the
O fice of Research and NMSS to tal k one on one with Dennis and
find out his concerns and work on the wording?

MEMBER SWANSON: There's not, | shouldn't say a
| ot of them there are just a few

M5. HOWE: Sam seens to be shaking his head yes.

MEMBER SWANSON: G eat .

MR. CAMPER: Dennis, a question on the bioassays
on the capsul es.

As | nentioned, we do have a technical assistance
request that we're |ooking at, and we want to get to closure
on this. But in your opinion, do you see a problemin ternms
of if a capsule is crushed or distorted in sonme fashion during
t he production process, bioassay?

MEMBER SWANSON: | could see if you wanted to
have a bioassay, if that event occurred, yes. But | don't
t hi nk you need bi oassays routinely for people that are working
with capsul es.

If you | ook at radioiodine volatility in general,
even with the liquids, it's not near the problemit used to
be, because they finally got around to doing the appropriate

Ph adj ust nent .
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Certainly, as | said, the advantage of going with
capsules is to get away even further fromthat problem |
think we need to recognize that within the NRC regul ati ons,
and not require bioassays routinely for people that are
wor ki ng wi th capsul es.

But certainly, you could put a phrase in there
that if the capsules were damaged or sonething, that it woul d
be probably a good idea.

M5. HOWNE: | guess | had one question to bring up
to the ACMUI .

Dennis, in our last ACMJl neeting, you
recommended that we have conformance with Reg. CGuide 10.8 for
the linearity geometry and dose cali brator.

It ends up, the radiopharmacy community has been
dealing with a reg. guide for the last 10 years that the
concepts are covered, but it's not exactly covered in exactly
t he sanme way.

MEMBER SWANSON: | actually noted that, which is
one of the things | was going to discuss with you. |t appears
that the reg. guide actually now is in conformance with 10. 8,
but the nodel regul ations that appear in the appendi ces
actually have a tighter standard of plus or mnus five
percent.

Now | guess you can say if you as a centralized

nucl ear pharmacy want to adopt those nodel regul ations which
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are truly nodel, because they are even tighter, then that can

be your decision. |If | were a centralized nucl ear pharnmacy, |

woul d probably apply for the standard 10 percent though.

MS. HOWE: Yes, now the appendi x that we have

that is nodeled on 10.8, we brought over exactly the sanme

nunbers.

this one

So 10.8 has the sane five percent tol erances that

has. | know that was one of your coments,

everyt hi ng ought to be 10 percent because that's in the

regul ations.

going to

| "' m not sure how the radi opharmacy community is

feel about all of a sudden seeing sonething that

| ooks different fromwhat they have been dealing with. Do you

have any

feel for that?

MEMBER SWANSON: Well that's a concern. | guess

the question I'd ask you is why were not the nodel regul ations

changed to conformw th the NRC regul ati ons, basically, the

Part 35 regul ation?

M5. HOWE: The draft regulatory guide for the

radi opharmacy was issued in 1985. The reg. guide for 10.8 was

i ssued in 1987. | believe when they devel oped the reg. guide

for 10. 8,

| evel s.

there are differences because there are trigger

The staff | think believed that maybe they shoul d be

taking action at a | ower level, but the regulation was at 10

percent.

But the radi opharmacy guide actually canme first.
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So the wording that was in the linearity geonetry for the
radi opharmacy gui de preceded 10.8, but it was never devel oped

as a final guide.

MR. CAMPER: Let ne just, | don't know the answer
to your question either. | wasn't in the staff at that tine.
Donna- Beth was here, | think, but it's hard to second guess

NOW.

| think the inmportant thing is though is that we
al i gn whatever needs to be aligned at this tinme. W have an
opportunity to do that, because we are dealing with guidance
here. Whether it's 10.8 or it's the pharmacy guide, they are
gui dance. W can align themup, and we certainly shoul d.

Trust ne. |'ve been in situations where when
giving talks in professional societies, when not only this,
but on the difference between Part 35 and 10.8, enbarrassing
di fferences have been pointed out to ne. Utimtely, we can
correct that.

Certainly, we can do sonething about gui dance now
in lining them up.

MEMBER SWANSON: And | woul d suggest we do that.
I think it just adds a point of confusion.

Probably where it really cane from if you | ook
at the previous Part 35, the |limts plus or mnus five percent
that currently appear in the Appendi x nodel regul ations, were

in fact the NRC regul ations at that tine.
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Now when we did the revision of Part 35 in 1987,

t hey changed those to the ANSI | think requirements of plus or
m nus 10 percent. Again, what has probably happened is that
appendi x just has not gotten changed, that nopdel appendi x.

Now t his was something | pointed out when | did
the review. | noted that it still didn't get changed. Again,
| don't know if that's a problemw th some conpatibility issue
or sonething, but it ought to be consistent.

MR. CAMPER: We'I| take a |ook at it.

MS. HOWE: VWhat we do is we actually picked up
Appendix C from 10.8. 10.8 was in August of 1987, so it was
done at the same tinme that the new nedical use rules were put
into place, because it was part of a package.

So what we did was, we picked up Appendix C
directly from 10.8 and inserted it with the exception of sonme
errors that were in linearity that we took care of.

So if there are higher numbers or | ower numnbers,
plus or mnus five percent versus the regulation 10 percent,
that's because the five percent showed up in Appendi x C

MEMBER SWANSON: It probably got m ssed when they
did the revision.

MR. CAMPER: It's hard to say. | suspect you are
right. But | think the inportant thing is, is that with this
recent rule change and the flexibility for procurenent use for

radi opharmaceutical that's in that for Part 35 |licensees, this
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exercise affords a good opportunity as | said, to line these
up. We'll take a |look at that and focus on it.

CHAI RMAN SI EGEL: A qui ck question on page 35.

MS. HOWE: Yes.

CHAI RMAN SI EGEL: This item about the pharnmacy
will agree to retrieve only those itens, syringes, vials, that
contain or are contam nated with radi oactive materials
supplied by that pharnmacy.

MS. HOWE: Yes.

CHAl RMAN SI EGEL: Do they know? How do they know
if they' ve got m xed waste, if you used the wong term

MS. HOWE: | think the nmechanismis, they send
drivers out with suitcases. The suitcases go out with the
doses in themin the norning. They send them back out the
next norning with the new doses and they bring back the old
sui t cases.

So they are dependent upon the medical use
licensee not to slip anything in. But | think there is this
exchange of suitcase type of thing in ammp carts that --

MEMBER SWANSON: That's actual ly what occurs.

You get a syringe peg which has a |label on it. You have your
dose in it. Then you inject your dose. You put it back in
there and send it back.

So the centralized nucl ear pharmaci es are

receiving their pegs back with their labels on it, with a used
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syringe inside of it. It's pretty hard to stuff two or three
syringes in those things, so | don't think they get things
that don't belong to themtoo often.

CHAI RMAN SI EGEL: Do you have a comment? |'I|
recommend you identify yourself for the record.

MS. SEI FERT: Okay. Cathy Siefert from Syn Corps
I nternati onal (phonetic).

The difficulty comes in that sonetines nucl ear
medi ci ne departnments are serviced by nore than one nucl ear
pharmacy. Sonetines it would be difficult to know whet her or
not the particular waste cane from your nuclear pharmacy. The
I ndi vi dual picking up the suitcase to bring it back to the
nucl ear pharmacy woul d not have the expertise to | ook in there
and know.

MS. HONE: | think the main point of this was to
make sure that the pharmacy is sending out certain kinds of
things to the nedical use licensee. Only those kinds of
things are com ng back to the pharmacy. So they are not using
t he pharmacy as a waste broker.

MS. SEIFERT: | agree certainly with the intent.
But in a pragmatic perspective, sonmetimes it's difficult to
execute it.

M5. HOWE: That probably only happens in big
nmet ropol itan areas, where you have got conpetition.

MS. SEIFERT: It happens on many occasi ons.
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MS. HOWE: In the rural areas?

MS. SEIFERT: Not in rural areas, but there are
| ots of cities where there are nore than one nucl ear --

MS. HOWE: COkay.

MR. CAMPER: Well, the distinction becones
i nspection space. And that we in the |icensing process are
| ooking for a commtnment fromthe radi opharmaci es that you are
going to accept and retrieve waste only fromyour client's
resi dual nature.

It's a non-problemunless during an inspection,
whi |l e our inspections would determ ne that you appear to be
functioning as a waste broker.

MS. HONE: And that's the key.

MR. CAMPER: It's not that oh, guess what, we got
a syringe from Pharmacy B, and we're Pharmacy A. That's not
the problem 1t's when you are starting to collect waste and
function as a waste broker. Then that's the problem

MS. SEIFERT: It's a problemfor us when a
nucl ear nedi ci ne departnent slips sonmething in that they
didn't get fromus and we're not licensed to have it either,
li ke particularly a seal ed source that they just happened to
have sitting around.

Of course we deal with that when it happens but -

MR. CAMPER: Now | know where all those old
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radi um sources are goi ng.

CHAI RMAN SI EGEL: Ckay.

MS. HOWE: | believe Mark --

CHAI RMAN SI EGEL: Dennis, any other itens? Oh,
Mark. ldentify yourself.

MR. ROTMAN: For the record, Mark Rotman. |f the
commttee will indulge ne, can we go back to page 32 of this
sanme guide, and | ook at nunber seven on the top.

The question | have, while you are all flipping
t hrough your pages is, it appears to read that everything that
you di stribute out of your comrercial radi opharmacy is to be
assayed in your dose calibrator.

The question | have, would that apply to vials of
seal ed multi ple dose radi opharmaceutical that you woul d be
redistributing after you received them from a manufacturer?

For instance, you get in a vial of 1-131 capsules
and it's designated to be a whole body scanni ng dose for a
licensee, it's | abeled by the appropriate conpany. Do you
need to assay that before you send it out again?

It seenms to ne that it's already assayed in a
manner that nmeets NRC regul ations and FDA regul ations. It
woul d pose an ALARA consideration to take it out of its
container, put it in your dose calibrator, only to confirm
that it was correct and put it back in its peg and ship it

out.
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" mjust curious, was number seven nmeant to be
that prescriptive or does it perhaps need sonme nassagi ng of
t he | anguage.

MS. HOAE: No. Nunber seven has not changed,
with the exception that we distinguish between the photon
emtting and the al pha and beta between seven and ei ght.

Seven is an itemthat existed in the precedi ng Reg. Cuide.

We

do require that dosages going out of the pharnmacy be neasured.

We have said further, somewhere else in here that

t he pharmaci es can apply for an exenption for the beta and t
al pha, that they are not maki ng any mani pul ati ons to.

MR. ROTMAN: Number eight is very clear. It
tal ks about al pha and beta em tting drugs.

MS. HOWE: Yes.

MR. ROTMAN: Nunmber seven is also cl ear because

he

It says every vial, syringe, anpule or capsule. Now there's a

difference in that sort of prescriptive regul ation.

That indicates to nme that everything nust be re-
assayed, even though it would be not sensical, scientific or
ALARA to do so. That is why | am specifically asking about
nunmber seven.

MR. CAMPER: You interpret that correctly. |
woul d suggest that the rationale was for it, is probably for

t he same reason that we require that all photon emtting be

reviewed by the Part 35 licensees. That is, is that m stakes
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do happen.

MR. ROTMAN: But still the Part 35 |icensees
woul d be the ultimte recipient of whatever is in nunber
seven, is still going to assay it again.

MR. CAMPER: For the photon emtter, correct.

MR. ROTMAN. So it seens a repetitious, useless
assay for itens that are not going to be mani pul ated by the
radi opharmacy, other than to act as a whol esaler, so to speak.
That's really what ny itch is that |I'm hopi ng you guys can
scratch. Thank you.

MEMBER SWANSON: | interpret that a little bit
different in as nmuch as the regul ations or the gui dance
docunment had previously defined redistribution, which is what
I think you are tal king about, Mark.

This sentence says distribution and does not
address redistribution.

MS. HOWNE: That's right.

MR. CAMPER: Yes. That's a good point.

CHAI RMAN SI EGEL: So a capsule would sinply pass
t hrough? Not have to be neasured?

M5. HONE: No. | believe it still has to be
measur ed.

MEMBER NELP: VWhy woul d you want to neasure it
t hough?

M5. HOWE: You want to make sure what is going
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out the door of the pharmacy is what is supposed to be going
out the door to the nedical use licensee.

MEMBER NELP: But how I'mreflecting is if the
capsule canme in and had a beta emtter in it --

MS. HONE: No. |It's different, because item
number seven refers to only photon emtting. |tem nunmber
eight is the al pha and the beta. W have stated el sewhere
that the commerci al nucl ear pharmacy can cone in and ask for
an exenption to having to neasure the al pha and beta if they
received it and did not manipulate it and send it directly
t hr ough.

So we have covered your concern about a beta
com ng in and then being shipped directly, redistributed to
the licensee for nmedical use.

MEMBER NELP: | was reflecting on that sane
exenmption. There's no need to neasure the photon emtter if
the sanme conpany is a reliable conpany. That's what |'m
saying. In other words, why do you want to handle it again.
You induce, it's sinple to do, but you also induce the
opportunity for error and m shandling. It was the point that
was brought up just a nonment ago.

MR. CAMPER: | guess | would --

MEMBER NELP: | guess you could get an exenption
for that. This is for redistribution.

MR. CAMPER: Well, | guess | would defer to the
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radi opharmacist in the group. | nmean is it a reasonable
standard that a commerci al radi opharmacy woul d assay all doses
passi ng through its shop. |Is that a reasonable thing to

expect or is that overbearing?

MEMBER SWANSON: |'d be interested to hear from
peopl e actually running commercial. | don't think it's a
great task.

| actually, | guess I'mcurious, and I'd ask this

CHAl RMAN SI EGEL: By great, you don't think it's
bur densonme?

MEMBER SWANSON: | do not think it's burdensone.
How nuch redistribution the business of the comercia
centralized nucl ear pharmacies is nore dispensing of unit
dosages. | don't think you are majorly in the redistribution
busi ness to begin with, but I'd be interested to hear comments
on it.

MEMBER BERMAN: Depends on whether it's thallium
or sesta (phonetic) mybe.

M5. HOWE: Thallium doesn't count. W don't
regul ate it.

MS. SEIFERT: Cathy Siefert again. | think your
point is well take, thalliumdoesn't count. But the things
t hat coul d happen within an agreenent state that would

regul ate that to be in line with this sort of thing, could
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I npact us significantly.

One thing that comes to mnd is |-123 capsul es,
whi ch of course --

MS. HOWE: It's not ours.

MS. SEIFERT: It's not yours, but when an
agreenent state were to look at this, it would be extra
exposure to the pharmaci st who assay every single capsule
i ndi vidually and hundreds of them perhaps a day, for no
particul ar reason

We don't see m stakes froma manufacturer in that
regard. They have their own quality control progranms. They
cone in | abelled individually.

It seenms unreasonable to require additional
measuring of a gels (phonetic) like that, that's | abelled
appropriately.

CHAI RMAN SI EGEL: Especially given that nedical
use licensee is required to do that assay one nore tine.
Woul d you really need three assays to be sure that the capsule
contains 100 m crocurie?

M5. HOWNE: It is interesting, because we get a
| ot of questions fromthe nmedical use |licensees, who say, "Do
we really have to nmeasure it again? It already got neasured
twi ce before.”

CHAl RMAN SI EGEL: Twi ce may be enough. The

question is, is where do you want the last one. | think we
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have argued in the past in agreenent with you that right
before adm ni stration by the person who is going to be in real
trouble when the m stake is made, is the best place for the

| ast nmeasurenent. \Whether you need three instead of two is

ar guabl e.

MS. SEIFERT: | think one way of handling this
woul d be any dose that was mani pul ated in the nucl ear pharmacy
has to be assayed. To ne, that would be reasonabl e.

CHAI RMAN SI EGEL: We woul d urge you to take a
| ook at this one, as perhaps being overkill.

MS. HONE: Okay. We'll look at item seven again.

CHAl RMAN SI EGEL: Okay. Dennis, so you're going
to do your specifics on this by transm ssion to then?

MEMBER SWANSON:  Yes.

CHAI RMAN SI EGEL: Are you going to mark up the
docunent or are you going to wite a letter or how are you
going to do it, just out of curiosity?

MEMBER SWANSON: The way we have done it in the
past, we have just gone through the pages and addressed them
i ndi vidually. Again, what | amtal king about here, these tend
to be mainly wording issues.

MR. CAMPER: In addition to Dennis' conmments,

Mar k Rotman, Dr. Rotman has provided Dr. Siegel with an
ext ensive set of coments, we had provided to Dr. Rotman at

the same time we did you.
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Mark had al ready taken a | ook at them once and
made substantial changes. Then we provided a comment at this
time we provided this to commttee as well for his additional
review. He does have a fair nunber of comrents, so that the
record will reflect that he has provided additional comments,
and the staff will |ook at those as well.

CHAI RMVAN SI EGEL.: Okay. Good. Next .

MS. HOWNE: Moving right along. W now have the
draft regulatory guide for the manufacturers. W didn't have
as many changes to this Reg. Guide, because the ACMJ didn't
give us a lot of changes at the | ast neeting.

We did have adm nistrative changes. As we did in
t he others, we added boiler plate and format changes for draft
regul atory guides. W added figures for regional offices and
agreenent states. W' ve reordered some sequences in the
packagi ng and shielding. W clarified some of the |icensing.
We clarified that the enphasis on this particular license is
that they can not possess material under the license. And we
added additional clarification as to what new |icensees need
to do for the possession license.

We have clarified the nmethods and procedures just
for instrumentation neasurenent and calibration. There was
sonme concern that we were asking for procedures to make drugs.

We revised the labelling section to bring it into

conformance with the final rule, and also the rule
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clarification from January 4.

We had inadvertently, in our diligence to renove
all references to generators, renoved the generator return
program fromthe distribution |icense, so we put that back in,
because that was an inportant program

Do we have comments fromthe ACMUI ?

CHAI RMAN SIEGEL: | do not. Dennis, do you have
anyt hi ng?

MEMBER SWANSON: No comments.

MEMBER NELP: No comments.

MS. HOAE: No comments? Okay.

CHAl RMAN SI EGEL: Okay. That was easy.

MS. HOWE: Qur last draft reg guide is for 10.,
is a supplenent to 10.8. It becane clear with the ACNP and

the SNM |l etter that there nmay be a mmj or mi sunderstandi ng and
that the errata sheet may have sonmehow repl aced all of Reg.
Gui de 10. 8.

So to really nmake that crystal clear, we renaned
this froman errata sheet to a supplenent, so it should be
clear to everyone.

We added additional |anguage that said, 10.8 is
still in existence. 10.8 forms the basis for nost nedical use
radi ati on safety prograns.

So we renaned it to enphasize its relationship to

Regul atory CGuide 10.8. W did a major change in focus. One
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of the comments was that we had sonehow said that if you
foll ow the manufacturers instructions, you were operating
safely. That was not our assunption.

Qur assunption was that you had 10.8 to cover
basic radi ation safety, if you were doing those kinds of
practices. And that if you were going into preparing things
ot her than from comercial distributors, that you m ght be
going into additional radiation safety concerns.

So what we did was we changed the focus and said,
i censee, 10.8 is your basis for your radiation safety
program You need to eval uate what you are doing and see if
what you are doing can still be covered by the appendi ces and
t he gui dance that we have provided in 10.8. |If it can't be
covered by that, then you need to provide us with additional
i nformation.

So we changed the focus so that 10.8 is clearly
the basis fromwhich you start, and you provi de additi onal
i nformati on when you go beyond 10.8. Clearly, 10.8 does not
cover al phas and betas. So you will have to go beyond 10.8 if
you are handling al phas and bet as.

Then there may be ot her procedures that you are
doi ng that you'll have to go beyond 10. 8.

So the major change in focus was reclarified. W
were not requiring formulation and reformul ati on procedures.

Then we were focusing on radiation safety.
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We revised Table 1. The revision of Table 1 wil
also sinplify the license. W have put the focus on radiation
safety.

There was an erroneous assunption that for some
reason, we had determ ned 100 mllicuries had sonme safety
significance. When in fact, we were just using it as an
adm nistrative cut-off as to when we would ask for additional
information. So we have taken all of that out of 10.8.

We made sone mmj or changes in focus, but actually
In sentences, a lot of the 10.8 that we had before was still
there. Do we have coments?

MEMBER SWANSON: Two comments. One is, as
menti oned before, if we go to page five, paragraph six, where
it discusses assay and unit dosages of al pha or beta emtting
radi onucl i des. Again, |ook at that wording very carefully.

In that, nedical use |licensees can receive unit
dosages froma central nuclear pharmacy. Many of them al so
received the vials and draw them up thensel ves again. The
wor di ng needs to be | ooked at, and probably be consistent with
what appears back in the nodel guide that | nentioned before.

| think the other concern | have goes to page
eight. This issue on research, whether or not the research is
covered by the federal policy for protection of human
subj ects, certainly there's nothing wong with item nunber one

on page seven.
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| tem number two though states that if research is
not conducted, funded supported or regul ated by a federal
agency that's inplenmented the federal policy of protection of
human subjects, the licensee may apply for and receive an
amendment fromthe NRC. The |licensee provides the foll ow ng
i nformation.

If you look at A and B, the type of research
i sot ope or isotopes involved, physical and chem cal form and
the activity, and be the sponsors of the research. If you
require that kind of information, that neans that the |icensee
is going to have to submt an amendnent for each research
proj ect that they may get involved in.

| really don't think that is what you want.
Maybe that's what you need to define to ne. VWhat is it that
you want from these people that don't have these assurances.

Now Barry and | have tal ked about this. | can't
i magi ne who would fit under this category, but it would seem
to me that what you really want is that in fact there's an IRB
in place to review this research, and that you are getting
i nformed consent fromthe patient, and probably a notification
that they are doing research. But do you want all this
specific informtion?

M5. HOWE: In the past, we have gotten this kind
of information in order to add line itens to the license.

That is one reason we have listed it the way we have. W are
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open to |l ooking at it again and followi ng specific coments
t hat you m ght have.

We have added specific line items to use specific
i sotopes and specific studies for those that are not broad
scope licensees, but are limted specific. W're outside of
the IND category that was automatically covered by regul ati on.

CHAI RMAN SIEGEL: I'mstill confused by the term
regul ated by anot her federal agency.

M5. HOWE: Ckay.

CHAI RMAN SI EGEL: Because of the fact that let ne
just tell you how the search works in my own broad |icense
I nstitution.

We obviously as a big academ ¢ nedical center,
have | arge ampunts of research that is funded by the NI H
funded by the Departnent of Energy, and other sources, which
Is all very specifically regulated. And |arge anmounts of
research that's under FDA supervision, all of which cones
under either DHHS regul ations or the specific nore stringent
FDA regul ati ons regardi ng human research. Those are no
probl em

MS. HOWE: Those are covered by the federal
policy.

CHAI RMAN SI EGEL: Absolutely. But in addition,
there's a fair amount of research that is funded from private

foundati on sources, or sinply done in the institution by the
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staff of the institution, which is not conducted, funded,
supported, or intrinsically regulated by another federal
agency, but which is done in an institution that has told DHHS
as part of its general assurances, that every bit of hunman
research done within its walls will be in accordance with the
uni form federal policy.

To nmy way of thinking, and we've tal ked about
this three or four times before, it's still not com ng across
that that qualifies as regul ated by another federal agency and
It needs to.

MS. HOWE: So in that case --

CHAI RMAN SI EGEL: Because that's a contract with
t he Departnent of Health and Human Servi ces.

MS. HOWE: Ckay. So you have a contract with
Heal th and Human Services. Do they cone in and nonitor those
prograns?

CHAI RMAN SI EGEL: Absolutely. DHHS inspects.
They don't nonitor the specific research. They inspect the
activities of our IRB. They periodically | ook at the adequacy
of informed consent.

FDA is obviously in and out for things that are
FDA rel evant.

M5. HOWE: But Health and Human Servi ces has the
ability to ask you for the informed consent for those things

that are not funded by the federal agencies, and they have the
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ability to ask you for the informed consents and the | RB
approval for those things that are not funded or sponsored by
t he federal agencies?

CHAI RMAN SI EGEL:  Yes.

MR. CAMPER: Does that then translate then,

Barry, into the fact that if itemD is presented, that negates
the need for us to see itens A, B, and C?

CHAI RMAN SI EGEL: Well, that's what | think. |
must admt, ny legal certainty is not absolute here.

But froma practical point of view, in terms of
your real need, | don't think that -- if itemDis a general
assurance that all human research conducted within the
institution follows the uniform federal policy, then the
assurance has been made to DHHS, and that assurances include
that the IRB review and i nforned consent.

| think you ought to stop there. | think that's
enough.

Now whet her you take it to the next step, does
t hat mean DHHS can conme in and specifically inspect the
research that it didn't fund? | honestly don't know the
answer to that. That's a good question, a darn good question.
| don't know the answers. But | don't think it is a practical
I ssue, because | think that the behavior of the institution
given that assurance, is that the research is conducted in

conpliance with the rules.
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MEMBER SWANSON: In other words, when we do an

I RB review of a protocol or if we have policies and procedures
in place for I RB subm ssion of research protocols, we don't
differentiate in the institution that this research is
conducted by a federal agency that blah, blah, blah. 1It's in
general, any research study conducted on human subjects nust
have | RB approval and there nust be an infornmed consent,
peri od.

MS. HOWE: | suspect we'll probably have to find
out nore about the general assurances, and go through our

general counsel to see how they interpret things.

CHAI RVAN SI EGEL: | wi sh you woul d, because
actually, | see this as being a very thorny problemif really
pushed to the extreme. | think what you all envisioned and

what we envisioned in discussion with you, is alnpst a non-
I ssue, because there are virtually no institutions where this
woul d apply.

This exception could turn out to be 40 percent of
the research with byproduct materials, in which case, you are
going to be buried in these issues, and they are going to be
irrel evant.

You are going to be spending, |I think you are
going to find that a | arge anmobunt of the research is not
conduct ed, funded, supported or directly regul ated by one of

t hese other federal agencies, but it is indirectly regul ated
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by way of a general DHHS assurance filed by the institution
t hat says, everything we do on humans foll ows your rules.
The question is whether that contract does the
j ob.
MS. HOWNE: | think one of the things we have to
deal with is that when the rul e was bei ng devel oped, what we

were hearing from ACMJI et cetera was that alnost all the

research is going to be covered. Now we have it down in bl ack

and white.
There is a question about the general assurances.
CHAI RMAN SIEGEL: | can tell you, because | nmde

the statenment before, that covered to ne included the general

assurance, which | interpret as meaning covered. | think OGC

needs to help on this one, to decide whether that, if they
| ook at some typical DHHS assurances, and what those really
i nvol ve, whether that means covered.

Ot herwise, this is going to be a big problem |
don't think you want it to be a problem because there's no
evidence that it's causing a problemin the comunity. |
mean, there aren't bodies out there as a result of this
research that's being done without neeting this federal
regulation. [It's a non-issue.

MR. CAMPER: Well, it sounds |ike we need to have
sone di al ogue with OGC and probably also with --

MS. HOWE: Heal t h and Hunman Servi ces.
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MEMBER SWANSON: We' ve | ooked at this a couple

have had severa

di scussi ons. [

thi nk we

both remain confused, which kind of gives you a nmessage as to

what is going to happen with the regulated community on the

i ssue.

what you

really becones part of

think can wite a DHHS assurance that says,

telling you only applies to DHHS funded research.

CHAI RMAN SI EGEL:

said first, Larry.

Now it is possible,

item one

know of any universities that do it that way.

principles and all

believe i

books f or

that's di

Hel si nki

not to st

First of all,

t hose ot her

If Dis applicable,

So I"'minclined to agree with

then it

an institution can wite, |
what we are

But | don't

I mean, it violates the Hel sinki

good things that we really al

n. | can't imgine why you would have two sets of

your | RB, one that neets the federal

fferent, because they all

policy and one

have to conformto the

Doctri ne.
MS. HOWNE: Well, | clearly think our intent was
op nedi cal research at broad scope |icensees, which
are the ones that are affected the nost.
MEMBER NELP: Virtually no journal which
publ i shes scientific results would publish it also. | nean

it's all

down the |ine.
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No drug conpany would give you noney to do
research, unless you --

CHAI RMAN SI EGEL: No, but if it's a drug conpany,
Buzz, it's not an issue. Because then it's under FDA
jurisdiction.

MEMBER NELP: Well, yes. |If they think they are
going to take the FDA. But the drug conmpany will ask you for
your credentials before they will give you the noney, with the
idea that if the work is successful, eventually it will have
to go to the FDA. The FDA may be on the sidelines.

MS. JOHNSON: |I'm Terry Johnson, the Radio Safety
Officer at George Washington University.

| recently had to file a broad license
application where | addressed this issue, because | was asked
by the licensed reviewer to supply a lot of information about
this human research. It seened arbitrary to nme and also to
menbers of the commttee at George WAashi ngton University.

But anyway, in looking up the regulations, | am
alnmost, | can't recall word for word what it says, but | am
very certain that it doesn't have any reference to funding.
That is to say, the sections of the FDA regul ations that
require an I RB, and assigned the functions to an |IRB, and that
require an RDRC for that matter and assign the functions of an
RDRC, do not make reference to the research being funded.

It's just when drugs are adm nistered to human
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bei ngs, or in the case of the RDRC, if radioactive materials
for any purpose are adm nistered to human beings, the
functions of the RDRC and or the IRB cone into play. Funding
has got nothing to do with it.

MS. HOWE: Terry, you're absolutely correct. But
what we were doing is following the federal policy. The
federal policy does address fundi ng, sponsoring.

MS. JOHNSON: The point is, if you are going to
adm nister it to human beings, radioactive materials woul d
have to go through the IRB. That is determ ned fromthe
regul ati ons of the FDA.

M5. HOAE: As long as it is comng from FDA, then
it is covered in the very first part, because FDA woul d be
regulating it. Then that would be human research that is
conduct ed, funded, supported or regulated by a federal agency
t hat has adopted the federal policy. FDA has adopted the
federal policy, soif it's an IND, it is covered and regul ated
by FDA. So that research cones under the category where you
don't need an amendnment.

It is when you aren't funded, supported,
conducted or regul ated by a federal agency that you have to
have an amendment. So the question now is, whether things
that are under a general assurance to the Departnent of Health
and Human Servi ces comes under --

CHAI RMAN SI EGEL: Constitutes regul at ed.
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MS. HOWE: Cones under Part One, where you don't

need an amendnent, or it cones under Part Two.

MS. JOHNSON:

The point is, is there a | oophole

in FDA regul ati ons, where sonehow you can put radioactive

material in a person's

t he | RB.

CHAI RMAN SI EGEL:

conf used. Let me clari

body, w thout going through the RDRC or

fy.

Yes, absolutely. You are

The FDA, unless the study is being done

specifically under the requirenents of 21 CFR 361.1, which

makes the RDRC regul ati ons applicable, or unless the study is

part of an IND, the FDA has no involvenment in the |oop

what soever.

"Il give you a perfect exanple. | am an

aut hori zed user in a ne

dical institution. | want to use an

FDA approved drug as part of a research project that is not

funded by anybody. | just want to do the research.

If nmy institution does not have an I RB, hasn't

filed general assurance

s, then the research is not regul ated

by anybody, other than the Hel sinki principle.

MS. JOHNSON:
a drug that's on the ma

using it for different

Oh, |
rket, in
pur poses.

CHAI RMAN SI EGEL: |

research with byproduct

mat eri al

under st and t hat. That's for

ot her words. But if you're

can tell you that nost

uses FDA approved drugs in
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the research setting. That's the conponent | amterribly
concerned about here, because these are things that are not
FDA regul at ed.

MS. HOWE: |If they are done under the right
criteria, they are specifically exenpted fromthe |IND by FDA.

CHAI RVAN SI EGEL:  Correct.

MS. JOHNSON: | was aware of that. | thought you
were tal king about new fornul ati ons. Yes, existing
formul ati ons that are on the market can be used for our
pur poses.

CHAI RMAN SI EGEL: And that is what |'m concerned
about. The RDRC regul ations solve the problemwhen it's
t hrough 361.1 research. But it's a terrible problemif you
use an FDA approved drug in your institutionally funded
research. You are doing it out of your own back pocket.

We have got to make sure these DHHS gener al
assurances apply. You've just captured a |ot of stuff you
didn't want to deal wth.

MEMBER NELP: That's a principle of bio-nedical
ethics, that every individual investigator has to comply with,
to ethical stance and in the regulatory. | mean, in his own
institution.

CHAI RMAN SI EGEL: Right, Buzz. But unless the
institution has a legal contract with the federal governnent,

then the NRC s concern is applicable. Do you understand what
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| am sayi ng?

MEMBER NELP: Well, | do --

CHAI RVAN SI EGEL: DHHS has general assurance that
says, all the research in the institution will be conducted in
accordance with the uniform federal policy on protection of
human research subjects, which is a contract that then tells
the DHHS that it has the ability to reach beyond federal
funding. That is ny interpretation.

Absent that, then the research is not otherw se
regul ated by the federal governnent. The nere fact that we
are following ethical principles will not be adequate
assurance to the NRC. They then want to see it for
t hensel ves.

MEMBER NELP: Well, | think it's overkill,
frankly.

CHAI RMAN SIEGEL: It's overkill unless this
general assurance --

MEMBER NELP: | nmean, everyone has an | RB that
will certify that it's taking the interest of the experinental
patient in that institution under full consideration.

M5. HOWNE: | think you are right when you talk
about institutions.

MEMBER NELP: Those are things that include
i nformed consent and so forth.

M5. HOWE: But we al so have private practice and
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smal | er group practices that want to participate in research
projects that are not in any way funded or connected with
f ederal agencies.

| can think of one exanple that | heard about.
That was where they wanted to determ ne whether for airplane
pilots, if you have a heart condition then you may be
grounded. How do you determ ne whether the airplane pil ot
really can fly the airplane, even though they have the heart
condi ti on.

Well, they wanted to do a research program where
they put the pilots that were grounded through a flight
simul ator, and then do a thalliumstress test afterwards to
see what their stress |evel was before and after

Now, that was not regul ated by any federal

policy. It was a small. It was a physician that wanted to do

this, because he was interested in flying.

MEMBER NELP: But who did he get, he nust have
had some mechanismto informthe patient of the experinental
procedures, get the patient's consent.

M5. HOWE: He should have. But he didn't have
any formalized nmechani sm

MEMBER SWANSON: And | think that's the question
the NRC is asking, actually is what nmechanismis in place to
ensure that that happens. At least | think that's what your

true interest is in this issue. Ckay?
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MEMBER NELP: You certainly don't want to be in a

position to approve his nedical research, if he doesn't have
any ot her source of approval.

CHAI RMAN SI EGEL: That's not true. That is
exactly what it says.

MEMBER NELP: Why would you want to do that?

CHAI RMAN SI EGEL: It says that absent any ot her
way of getting this approved by the standard nechanism it is
going to require a license anmendnent.

M5. HOAE: And in the |license amendnment, we wl|
at the mnimumrequire informed consent and institutional
revi ew board approval

CHAI RMAN SI EGEL: But do you see the circular
problen? | nmean if here's a guy in a private practice who
isn't going to be able to get an institutional review board
approval because nost IRBs are unwilling to accept the
liability of approving the research of soneone who i s not
under their institutional purview, and in fact, DHHS
assurances say that in addition to approving the research, you
nonitor the research

If you can't have any regul atory control over the
i nvestigator, you can't nonitor the research. So it's
circul ar.

However, once again, and | know you understand,

if this issue of research that isn't funded isn't also
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captured by the general assurance, then you have got a very
| arge issue in institutions, that you are going to end up
requiring license anendnents for, that you don't want to be
buri ed under, and we don't want to have to provide you wth,
because they are unnecessary.

MEMBER NELP: As | understand your argunent, if |
amthe guy, | ama pilot and I'"'ma cardiologist. | want to
test ny pilots in a flight sinmulator and I"'min private
practice. | want to use systam vy (phonetic) because it's
under the NRC, | can apply with the NRC and they can approve
my human research

CHAI RMAN SI EGEL: If you al so docunent that you
are going to get informed consent, and that an |IRB has
revi ewed and approved your research protocol and your inforned
consent docunent, which |I submt you probably won't be able to
do.

MS. HOAE: And we may not exactly approve it, but
we'll give you a license condition that permts you to use the
material in that manner.

MR. CAMPER: That's right. W'II|l permt your use
of the material. The conduct of that research, provided
certain criteria.

MEMBER NELP: Under certain circunstances, but
you won't approve the circunstances? |If | won't submt ny

protocol to you, and you will approve my protocol. | can go
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have to be

by the FDA

VEMBER SWANSON: Yes. You

CHAI RMAN SI EGEL: No. You

MS. HOWE: An institutiona

approved by the FDA. The only one that

is the RDRC.
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will.

can't.

| review board doesn't

I s approved

MEMBER NELP: Many small hospitals put together

human subj ects revi ew boards.

FDA are the RDRC.

MS. HOWNE: The only ones that are registered with

revi ew boards?

MEMBER NELP: If | had --

practice in a hospital, | could go to

suppose | could do it. It's alittle

(i ndi scernible) --
that revi ew board.

unusual

Are you registered with the institutional

So |

But the point is, | don't think the NRC wants to

get in this issue of approving the ethical aspects.

CHAI RVAN SI EGEL: Wel |,

yourself in another |egal issue here,

i nstitutional

f ederal pol

board t hat

icy.
Therefore, if you have an

hasn't filed assurances w't

it an institutional review board?

assurances.

MS. HOWE: | don't believe

There is a definition for

t hink you' ve al so got

which is, an

review board is a termdefined in the uniform

institutional review

h any federal agency, is

it has to file

an institutional

revi ew
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board in the federal policy.

MEMBER NELP: It does to the federal governnent.
I[f I put in an NIH grant, | have a check sheet. One of the
questions, in ny university, | have this IRB, and fully
conplies with all the federal regul ations of |RBs.

MS. HOWE: It says an IRB neets an institutional
revi ew board established in accordance with, and for the
pur poses expressed in this policy. Then it tal ks about the
approval .

CHAI RVAN SI EGEL: And who do you tell? | nean,
you nust tell soneone that you have an IRB. Right?

M5. HOAE: No. FDA is only where it's FDA. You
can have other institutional review boards that don't have to
do anything with FDA

MEMBER NELP: Correct. The IRB, this concept
came fromthe National Institutes of Health.

CHAI RMAN SI EGEL: No, it didn't.

MEMBER NELP: Yes, originally.

CHAl RMAN SI EGEL: Well, you can believe that if
you wi sh. It came fromfirst --

M5. HOWE: It came fromthe Science and
Technol ogy.

CHAI RVAN SI EGEL: First out of the end of World
War |11, and then second out of the Hel sinki Declaration that

protection of human subjects should be assured.
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But | guess, Donna-Beth, |I'mnot sure that you
can have sonmething that you call an IRB that is free-standing
and conpl etely independent of the federal governnent.

MEMBER NELP: You can have a human subjects
commttee in a community hospital. | don't know if they cal
it an IRB. They probably don't have any connection with
federal funding.

CHAI RMAN SI EGEL: Al'l right.

MS. HOWE: | think you can, because | think
institutional review board is like a generic word. The ones
you normally think about are associated with an FDA or sone
ot her federal agency. But | think you can have one that
isn't.

MEMBER NELP: | will tell you that this format
for the IRB was generated fromthe things you have said. But
It was the National Institute of Health, was told we will not,
you can not give out any further noney for human research
until you follow this policy.

CHAI RMAN SI EGEL.: Got it.

MEMBER NELP: It had nothing to do with the FDA
It cane fromthe National Institutes of Health. They said,
unl ess you can assure us now, since there's been so nuch
attention to the ethical aspects of human research, unless you
can tell us that you are going to follow these ethical

gui delines, we won't give you any noney.
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Once you say you have this in place, that's al
we want .

CHAl RMAN SI EGEL: Got it.

MEMBER NELP: You are responsible for governing
yourselves. We don't want anything to do with it. You just
have to ensure us that you're going to do it. That is the
IRB. That is accepted by all the federal agenci es.

But | would venture to say --

CHAI RVAN S| EGEL: Okay. Enough said.

MEMBER NELP: |If you go to Twi n Lakes M nnesota
Community Hospital, they'll have a human subjects conmttee,
they'll put a human subjects comm ttee together for you, but
t hey may not have a "IRB."

CHAI RMAN SI EGEL: All right. You've beat this

one to deat h. But | think a tenth of the discussion was cl ear

about this item D as a potential problem
Any ot her concerns on this?
Was that the end of your slides?
MS. HONE: Yes. It is.

CHAI RMAN SI EGEL: All right. Good. Thanks,

Donna- Bet h.

Bob Ayres.

MR. AYRES: We talked to about this a little bit
before, so I'll keep it short.

Several nonths ago, our researchers fromthe
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National Institute of Standards and Technol ogy cane to us. W
held a neeting. They presented sone of their |atest data on
their calibration neasurenents on these devices. The next
slide sinply summari zes it.

There are sonme uni que things about it. There are
ei ght known manufacturers of these devices, but only one still
in the business. So the bulk of them are orphan devices,
which gets into a little bit different space.

The NRC s position has been lately up to this
point, that its the manufacturer's responsibility to take care
of calibrations and so forth. But here we have an instance
where we have a nunber of orphan devi ses.

The results that they presented was that they
found the range in agreenent or disagreenent between the
devi ces that they had been doing calibrations for custoners,
ranged from 55 percent |ess than the national standard, which
they by law are, to 61 percent greater.

If you calculate that in a range fromthe highest
to the | owest value, in other words, if one physician had one
each of the two devices, there would be 136 percent difference
bet ween those, a factor of, about a factor of three.

| f you had your nom nal val ue was 100
mllicuries, that would say one is |less than 50, and the other
is 150. | did my math wong. But that's about a range of

t hree between the highest and | owest values. For four of the
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manuf acturers, they were within 25 percent of the N ST val ue.

One of the other problens is some of the
manuf acturers, particularly four of them NI ST had a very
smal | nunber of neasurenments, five or |ess, which neans that
they didn't have very good statistics on the calibration
accuracy for those devices, for those particul ar
manuf act urers.

We di scussed this, and we are proposing to issue
a contract with NIST. This is not in place yet, and in fact,
there are several adm nistrative procedures that we need to go
t hrough, in particular, an OVB cl earance. Even though it's a
voluntary program we still have to get clearance to do a
survey. We are proposing to do this in the next fiscal year,
fiscal '96.

VWhat we want NI ST to do for us is perform some
addi tional nmeasurenment conparisons so they can inprove the
statistical validity of the data. They are going to do this
by sending out an invitation letter to our |icensees and
per haps agreenent state |icensees, asking if they wish to
volunteer in the program

As part of that, send a survey al ong asking them
if they participate, to provide certain information which of
course describes their source, manufacturer, serial nunber, et
cetera.

The way they are going to do the neasurenents, is
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they are sending a radiochromatic filmwhich they have

devel oped,

determ ne from densitonmeter

calibration techniques that they can accurately

measurenents, the radiation

exposure film have the participant expose the filmwth their

eye applicator, and ret

urn it.
They will ask information about how the
They will also survey themon their

partici pant did that.

t r eat nent

provided to us under

protocols as it

relates to the calibration device.

Al so, the participants' identity will not be

the contract. |It's just a set of

measur enent data and a survey of the result.

We're going to also ask themto do a statistica

anal ysis of the measurenent data, which they have a | ot of

expertise in, and parti

cularly,

conpare the extent and

magni t ude of the existing calibration error as it pertains to

di fferent source vendors.

or phan devi ces.

the services of some nedica

consi der abl e amount of work,

Remenber, all these are essentially

Then | ast but not least, is go out and contract

on using these devices,

experts who are routinely doing a

consi dered experts in the field

and ask themto assess the nedical

signi ficance of what they have found, in terms of measurenent

error

dat a.

That's it.

MEMBER NELP

MR. AYRES:

Coul d

Yes.

ask one questi on.
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MEMBER NELP: And no one else gets to ask it.

How many of these devices are in use in the practice of
medicine in the United States today?

MR. AYRES: The estimate is about 300. We're
al so estimting that we have, | got, |ooking at our |icense
data base, 56 identifiable |icenses. But that does not
i ncl ude broad-scope. So we don't know how many are out there
i n our broad-scope |icensees. But certainly, probably a
conpar abl e nunber are nmedi cal broad scope.

MEMBER FLYNN: | can tell you, there's a | ot of
art behind how the treatnent is actually given also. Even if
you could calibrate all the devices in the country the exact
sane way, whether it's filmor extrapolation chanmbers,
however, sone authorized users are holding the devise
stationary for these small pterygia in the eye. Sone are
rotating them over a surface. Sone are using |ocal anesthetic
in the eye. Sonme may use a little sterile water.

Because the dose falls off so rapidly, if you
have the contact surface, the active surface, sore surface, if
you are rotating it, making small concentric circles, as sone
do, you hold it stationary, there's a lot of difference in the
actual dose that is delivered.

| think besides secondary infections and
scleromacia and | ens opacification, there's a wide range in

conplications that are reported.
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It doesn't seemto parlay that well with dose.
This may be one of the reasons. But also, it's the technique.

MR. AYRES: Yes. The other thing is in
regul atory space, we've got a problem These devices cone
under a quality managenent program and a plus or mnus 20
percent rule. W are aware of the calibration errors.
Sonmet hi ng needs to be fixed, either the calibrations or our
regul ati ons.

So what we would like to do is find out, get sone
advice on where we should address the problem

CHAI RMAN SI EGEL: How are written directives for
strontium 90 eye applicators being witten at the present
time?

MEMBER FLYNN:  Ti ne.

CHAI RMAN SI EGEL: Hol d device agai nst eye for one
m nut e.

MEMBER FLYNN: Ni nety seconds, 30 seconds,
depends on the --

CHAI RVAN SI EGEL: So therefore, the 20 percent
error is if you get the time wong. Correct?

MEMBER FLYNN: That's how the m sadm nistration
have occurred primarily, by time. Someone forgot to stop the
st op wat ch.

MR. AYRES: The place where it could relate to

dose, would be a physician who trained on a devise that was at
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one end of the scale, and then started using a device at the
other end of the scale. His first two or three treatnents
m ght have to require, m ght be sonme problemuntil he
readjusted for the different exposure.

CHAI RMAN SI EGEL: But the witten directive would
have been right. He would have said 90 seconds, and then he
woul d have found out that it wasn't a big enough dose, and he
woul d have gone back, and found it again. But he would not
have violated the witten directive.

MR. AYRES: The actually witten directive, | my
stand corrected on this. | believe it's got to be in the
terms of the dose, and then translated into tine.

CHAI RMAN SI EGEL: That's right.

MR. CAMPER: Actually strontium 90, | don't have
the followup docunent that was sent out, but if you | ook down
t hrough there, you won't find strontium 90 specifically
identified. That's why we sent up the foll ow up docunent.

MR. AYRES: Yes. That's a problem It was not
t hought of when the quality managenent rule was originally
i ssued. Then it was added on. Then this problem conmes to
light. W need to cone to sone sort of closure.

CHAI RMAN SIEGEL: | actually think it's very good
that you are doing this, even though it's a relatively small
problem | think we pointed out when we discussed this the

last time, 18 nonths ago or thereabouts, that we wanted to
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make sure that in the process of getting these things better

cal i br at ed,

det erm ned

we didn't screw up all these enmpirically

protocols that seenmed to be working. 1It's a |oose

end that needs addressing.

t hi nk, at |

or anot her

CHAl RMAN SI EGEL: Jeff, do you have a comment ?

MR. WLLIAMSON: Yes. The coment was that |
east in ny experience, absorbed dose in sonme form

I's usually the practical prescription end point. |

mean, one divides the dose rate into that and cal cul ates the

tinme.

It's probably very likely that the 136 percent

m ght overstate the problemto sone extent. There are two

broad fam |

st andar ds,

ies of calibration standards. The Anmer sham

the NI ST standard. It |ooks |like currently, they

may be about 30 percent apart.

MR. AYRES: No longer. That has been corrected

to closer. But these are sone of the nore orphan devices. M
math is narrowed to 300 percent spread. | did not calcul ate
it correctly between the highest and lowest. But it is a

| oose end t

hat needs addressi ng.
CHAI RMAN SI EGEL.: Denni s.

MEMBER SWANSON: You are contracting with NIST to

evaluate this. Have you taken a | ook at how nuch it woul d

cost you nmore to sinply contract with NIST to have all these

peopl e sent

in to recalibrate it against the NI ST standard?
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MR. AYRES: |'msure -- no, we haven't, because
l"msure it would be substantially nore. Their calibration
technique is a | ot nore exacting than this film survey.

Of course, any of the results they get fromthis
will be provided back to the people that participate, so they
can make an eval uati on, whether they want to do sonething
about it thensel ves.

CHAI RMAN SI EGEL: Bob, thank you. Sorry we
del ayed you so long, but we'll let you take the day off
tonorrow after all

| guess we'll do dose ranges tonorrow. Does

anybody strongly object and feel the need to concl ude that

toni ght ?

MR. TAYLOR: \When do you want to do that?

CHAI RMAN SI EGEL: Let's see. Let's do it first
thing. |Is that okay? Bright and early. That will be a nice

thing to start our day off.
We are adj ourned for the day.
(Wher eupon, at 5:37 p.m the proceedi ngs went off

the record.)
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