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PROCEEDI NGS
[9:05 a. m]

DR. CERQUERI A: |f everyone can take their seats,
for the committee, and if visitors and guests could sign in,
we'll get started.

We have quite a full agenda for the next day and a
half and we're really going to try to stay on tine.

My nanme is Manuel Cerqueria and |'mthe Chairman
of the ACMU. What I'd |ike to do, formally, we have
several new conmittee nenbers and |1'd like to sort of go
around the table on the conmittee nenbers and have peopl e
i ntroduce thenselves and their affiliations and the groups
that they represent.

DR. ALAZRAKI: Neom Alazraki. |'ma nuclear
medi ci ne physician at Enory University and the VA Medica
Center in Atlanta. | represent nucl ear nedicine physicians.

DR. DIAMOND: |'m David Diamond. |1'ma radiation

oncol ogy physician, new to the ACMJ, from Ol ando, Florida.
| represent the radiati on oncol ogy conmunity.

MR. GRAHAM  John Graham representing Health Care
Managenment, from Beaunont Hospital, Royal Gak, M chigan

M5. HOBSON: Ni ki Hobson, the National Association
of Cancer Patients, and | amthe patient advocate.

MR, LEEDHAM |'m R K. Leedham |'m representing
the FDA, work in the Center for Drug Eval uation and
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Research. |'mthe Associate Director of the Division
Medi cal | magi ng.
DR. CERQUERI A: |'m Manuel Cerqueria. |'m

of

a

cardi ol ogi st and nucl ear nedi ci ne physician at Georget own
and | represent the cardiology comunity on the committee.

DR. WAGNER: |'m Lou Wagner. I'mfromthe
Uni versity of Texas, Houston Medical School. |'m
representing diagnostic nuclear nedicine and | am a f
menber of the ACMUJI, and |I'm now here as an invited g

DR. McBURNEY: |'m Ruth MBurney, with the
of Radi ation Control, Texas Departnment of Health. I’
the comrittee representing state radiati on control

MR. NAG  Subir Nag, Ohio State University,
Col umbus, ©Chi o, representing brachytherapy and radi at
oncol ogy.

MS. SCHWARZ: |'m Sally Schwarz, Washi ngton
University, in St. Louis, Mssouri, representing nuc
phar macy.

DR. WLLIAMSON: |'mJeff WIIliamson, a rad
oncol ogy physicist from Washi ngton University, and
represent radiation oncol ogy physics.

or mer
uest .
Bur eau
m on

ion

ear

iation
guess |

DR. VETTER: Richard Vetter, Radiation Safety

O ficer at Mayo Clinic, in Rochester, M nnesota.
represent radiation safety officers.
MS. HANEY: |'m Cathy Haney. |'mthe Desig

nat ed
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Federal Official for this nmeeting. |'ma section |eader in
our Rul emaki ng and Gui dance Branch of the O fice of Nuclear
Mat eri al Safety and Saf eguards.

DR. COOL: |'mDonald Cool. |1'mthe Director of
the Division of Industrial and Medical Nuclear Safety, here
in the Nucl ear Regul atory Conmmi ssion, and |I'mvery pl eased
to have each of you here today, new and returning, to be
part of this group.

DR. CERQUERI A: Thank you very much. W are now
officially opened and I will turn it over to Cathy.

MS. HANEY: |'Il nake the official's opening
remarks.

DR. CERQUERI A: Yes. Cathy Haney.

MS. HANEY: Thank you. |'mvery pleased to
wel come you all to Rockville today for a public neeting of
the Advisory Cormittee on the Medical Uses of |sotopes. As
| indicated, | will be the Designated Federal O ficial for
the Advisory Committee for this neeting.

This is an announced neeting of the comittee.
It's being held in accordance with the rules and regul ations
of the Federal Advisory Conmittee Act and the Nucl ear
Regul at ory Conmi ssi on.

The neeting was announced in the Federal Register
on Septenber 25, 2000.

The function of the Advisory Comrittee is to
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advi se staff on issues and questions that arise on the

medi cal use of byproduct material. This comrittee provides
counsel to the staff, but does not determine or direct the
actual decisions of the Commi ssion. The NRC solicits the
opi nions of the council and val ues the opinions of the
comittee very much.

| do request that whenever possible, we try to
reach consensus on the various issues that we will discuss
today or at any other future ACMJ neetings. But | also do
val ue stated mnority or dissenting opinions.

I do ask, if you have dissenting opinions, that
you state these for the record very clearly, so that we can
relay that information on to others.

As part of the preparation for this neeting, |
have revi ewed the agenda for menbers and enpl oynent
i nterests based on the very general nature of the
di scussions we're going to have today. | have not
identified any itens that pose a conflict. Therefore,
seen no reason for individual nenbers of the comittee to
recluse themsel ves fromthe di scussion.

However, if, during the course of our business
t oday, you deternmine that you do have sonme conflicts, please
state it for the record and recluse yourself fromthat
particul ar di scussion, or you can nmake nme aware of it during
one of the breaks.
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At this point, | would |ike to also introduce one
ot her person that | want you to know about today. Betty Ann
Torres, who is sitting off here to ny left, is the Project
Manager for the ACMJ . So if you have any issues today or
tomorrow as far as just logistics or you're m ssing
docunent ati on, anything we can help you with, please fee
free to ask Betty Ann or, also, conme to nme, or we have nmany
staff nenbers available to assist you, also.

So with that, I'lIl turn it back to Dr. Cerqueri a.

DR. CERQUERI A: Thank you very much, Cathy. |
guess the first itemis going to be a presentation from
Donal d Cool, to Lou WAgner

DR. COOL: And naybe a couple of other things,
with the Chair's permssion.

DR. CERQUERI A: Sure.

DR, COOL: | usually like to try and take a bri ef
opportunity when we get together just to give you a little
bit of overview of things that are going on within the
organi zati on and agency that you should be aware of, and
"Il do that in just a nonent.

But the first thing |'"mgoing to do, and, Lou, | think nmaybe
you're going to get away wi t hout having the shutterbug
actually take a picture of this, we usually don't |et people
get away wi thout having their nug shot permanently enshrined
in the hall of -- I won't fill in the blank
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But | have here a Certificate of Appreciation,
signed by Richard Meserve, the Chairman of the Nucl ear
Regul at ory Conmi ssion, in recognition of your service over
the past fair nunber of years now on the ACMJ , which has
really hel ped us and significantly inproved our
understanding in the regul ation of byproduct materi al

So | really want to congratul ate you.

[ Appl ause. ]

DR. WAGNER: Wbuld you believe it if | told you I
was speechl ess?

DR. COOL: No.

DR. WAGNER: Thanks, Don. | really appreciate
this. It's truly been an honor to serve on this committee.
I can't think of many things |I've done on conmittees and
stuff that have been really enjoyable, but | have found
serving on this conmttee an extrenely enjoyabl e task.

I think the real honor goes to the NRC for the
actions it has taken in trying to change the regul ations
over these years. |'ve just been privileged to be part of
the procedure, but | think you've done a bang-up job and
think you've got a wonderful staff.

So | think you guys deserve at pat on your back
So t hank you.

DR. COOL: Thank you very much

[ Appl ause. ]
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DR. COOL: I'd like to spend just a nonent or two
to provide a little bit of an overview of sonme of the
activities here within the Nucl ear Regul atory Conmmi ssion to
set or reset, depending on whether this is your first tine
within the comrittee or returning, alittle bit of a
framewor k of what's going on here within the agency and sone
of the things which set the stage and | ay the groundrules
for our activities.

You may be aware of, or perhaps not, the fornmal
publication of the Nuclear Regul ati on Conmi ssion strategic
pl an for physical year 2000 to 2005. |If you haven't seen
copies of this, | expect that we can get copies for each of
the comrittee nenbers. It's a docunent that has just
formally come out within the | ast couple of weeks, and
really sets the stage now in keeping with what the Federa
Governnment is doing all across the government in trying to
do nore strategic planning, |aying out our goals and our
m ssion, our performance netrics, how are we going to grade
ourselves, what is it that we're trying to do, howis it
that we're trying to do it, and how will we know whet her or
not we've gotten there, which is an interesting sort of
chal l enge, particularly for regul atory agencies, where, in
the end, what you neasure in ternms of outcones are not
necessarily always really neatly and clearly and concisely
tied to the outputs that you may produce.
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But to very quickly go through, on a high order
for you the Conmi ssion's m ssion, obviously, it's to
regul ate the civilian use of the byproduct source and
speci al nuclear materials, and right there you i medi ately
see the first constraint, because that's only a slice of al
radi oactive types of materials and radiation which is out
there; to ensure adequate protection of public health and
safety, pronote the common defense and protect the
envi ronnent .

We have put together the strategic plan, which
| ooks at a variety of our activities, and, in particular
this plan is outlined in accordance with several arenas.
And you' re going, ah, now, what is the arena.
Well, over on the far left side of the arena, if we're under
the big top, you're going to see that this is nore than a
three-ring circus, this is about a five-ring circus,
actual ly.

The fundanental arenas are, first, for the reactor
safety arena, which deals with the reactor program That
i ncl udes the power and non-power reactor programs. |n each
of these cases, you will see that the fundanmental goal is to
provi de protection for the public and the environnment,
consistent with our overall nission, and, fundanentally, to
prevent radiation deaths and ill nesses, pronote security,
and those sorts of things.
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So that's the reactors. W deal tangentially with
those. There have been sone nedi cal issues, such as boron
neutron capture and sonme others, which gets our interfaces
with some of the reactors a little nore tangible than they
may have been previously.

Then you have the nmaterial safety arena. That's
where we spend the majority of our tinme. Wen we say
materials, you're going to find everything fromthe typica
byproduct uses that we will talk about in this comittee in
nmedi cal, to the industrial uses, the acadenic uses, to the
fuel cycle facilities, all the folks who are in the chain to
make the fuel for the reactors.

Agai n, the fundamental goal being to prevent
deat hs and ill nesses, comon defense, and security.

As woul d inevitably be the case, sooner or later,
we get to what happens after you're done with it. That's
the third fundanental arena, which is the waste safety
arena, |ooking at the issues of radioactive waste in
transport, high level, low level, spent fuel storage and
transportation issues all fall within that particular arena
of activities.

Qur fourth arena is the international safety arena
and all of our interfaces external to this country, for
which there are actually a fair nunmber of them all across
the various sorts of categories, and then a fifth arena,
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which | won't actually put up on a slide, which is our
managenment and organi zati on arena, how we actually conduct
our business, the human resources attributes, paying people,
the information technology and all of those sorts of things
that are inevitably necessary in order to make any
organi zati on go forward.

Fundanmental | y, across each of the arenas, there
are four performance goal s and when we went through a rather
structured process, we ended up consistently boiling down to
sayi ng what are our fundanmental jobs, mmintaining safety,
assuring that the activities conducted, no matter what
arena, are nmmintaining safety, protecting the environnent,
provi ding the appropriate safety or safeguards for the
radi oactive materials, no matter what their use.

The second one, and this is where it's gotten to
be nmore interesting, because some of these haven't really
been articul ated previously in these ways.

One of the things that we felt a nunmber of our
efforts came down to was increasing public or stakehol der
confidence. There's a nunber of things we do in order to
relay what it is that we do, why it is that we're doing it,
and attenpting to get the buy-in, if you will, of different
organi zations to both the understandi ng of our prograns and
nmoving forward to hel ping us inplenent those prograns.

St akehol ders range from our friends down on
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Capitol Hill to the various state organi zations, to all of
our licensees and you in the various professional societies
and i ndividual groups who are effected with and work with
our regulations, to other environmental groups, citizens
groups, consunmer groups, just a huge w de range.

And as you m ght inmagine, they are not al ways
exactly aligned with each other when it comes to thinking
about what this agency ought to do.

So that makes for sone rather interesting
di scussi ons on occasi ons, because even within an overal
effort to increase understandi ng and confidence, there are
tradeof fs back and forth as you | ook at particular issues.

Qur third is a continuing attenpt to nake
ourselves nore efficient, effective and realistic. That is,
are we doing the right things, are we doing themthe right
way, and are we doing themin a way which isn't either
overly precise or overly conservative in our processing,
calculations and activities. And a |arge part of our
research effort conmes into trying to help us understand and
make sure that we understand the various issues and probl ens
that are going on in a way that we can nake really inforned
deci si ons.

That's anot her one of the places where this
committee really fits into the strategic plan. One of the
things we've asked all of our staff is to |look at, because
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we can find you in the plan, | can find you as a comittee
inthis plan and this is one of the places, hel ping us
assure that we are maintaining safety is clearly another one
of the places.

Hel pi ng us understand and assure that we're
| ooki ng at confidence is yet another place and our fourth
one, and | contend that you're also there, is reducing
unnecessary regul atory burden. And, oh, ny goodness, what
do they nmean by that.

Well, anything that this agency does inposes a
burden sonmehow. A license constitutes a burden or certain
t hi ngs you have to do, and, of course, there's usually a fee
associated with it.

But there are all sorts of other burdens that go
along with, are we keeping the right records, are we
responding to the right things, are we reporting the right
activities, down to within the progranms, what records you
have to keep, what kinds of docunentations, just the whole
variety of issues.

Sonme of that is clearly necessary at any given
time and place. As you can also inmmgine, there is also a
continui ng great debate about what is necessary or what
nm ght be unnecessary at any given point in tine.

The focus of our goal is to be |ooking at and
consi stently eval uating whether there are things which are
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not necessary in order for us to achieve our goals of
mai nt ai ni ng safety and increasing public confidence in
activities.

The last little slide that | have extracted from
some of the tal ks that we have given within the staff, what
are we asking our staff to do and, simlarly, what are we
asking you to keep in mnd as a conmittee hel ping the staff.

First, understandi ng how our work here in the
committee links up with those goals, assuring that we're
| ooking at the right things in safety. As new nodalities
and activities conme on line, are we focused on the right
ki nds of issues.

As we begin to |l ook at revisions to inspections
and licensing prograns, are we |ooking at the right things,
are we using the right kinds of nethods to |ook at them are
we even using the right kind of paper is one of the
gquestions that's currently on the table, as this agency
noves for the first time towards a program of registration

That doesn't happen to be in the nedica
comunity, but involves a |arge segnment of the industria
comunity, in gauges and other activities which have
previously sinply had a general |icense, and, quite frankly,
t hey probably never heard of the Nucl ear Regul atory
Commi ssi on, unless they happen to read the little pile of
paper that cane with the vendor when they got their gauge.
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We're upping the gain on those a little bit to
understand it, because those keep showing up in the |oca
landfill and the steel folks, and every tine an al arm goes
of f, everybody starts to really have a |lot of vibrationa
ener gy.

Under st andi ng the key nessages and actually
t hi nki ng through each tinme as we go through the decisions
and focusing on the goals and assuring that we are, in fact,
acconpl i shing what we need to acconplish on those goals.

The other day, we cane up with a short little
catch phrase, it was called Think-Think-Do. So many of us,
and it's very easy to fall into this, something happens and
what do we do? We react. And what we want to try and nove
to a mode, and what | think you can help us do is when
sonmet hing cones on the table, to actually think about it for
a monment before we actually do, where does it fit into the
system what is the right way to acconplish this work before
we actually go out and take an action, and applying that
t hroughout all of our activities and all of the committee
activities.

And so as we start what is a very lively and
chockfull agenda that you have here today, I'd like to
suggest to you that that is really a framework from which
woul d Iike you to ook at all of the things that are going
on, how we're nmoving forward to inplenment Part 35 and, as
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you will hear in a couple nonents, the |ong awaited
concl usi on by the Conmmi ssion to pronul gate Part 35 has taken
pl ace.

We are now in the process of getting that through
the cl earance system so no, it's not published yet. |
won't steal anynore of Cathy's thunder fromthere. But then
you're going to hear about the efforts to risk-informus
which gets clearly to how do we nmaintain safety, but are we
| ooking at the right things in terns of burdens and issues.

Some new technol ogi es that are going on that have
posed some rather interesting conplications and a nunber of
events, and some issues associated with particular events
t hat have happened in pharmacies and in sonme of the
devel opnental production activities that produce the
radi opharmaceuti cals that have been causing us to go back
and | ook very carefully at our program because it's
uncovered sone issues that perhaps we haven't exactly had
the right focus on, and I would encourage you to help us by
provi di ng your advice on each one of those activities so
that we can nove forward in the nost appropriate manner to
mai ntain the safety throughout all of our activities, but do
that in areally efficient and effective manner

Unfortunately, | amnot going to be able to stay
with you for these two days. The scheduling is such that in
anot her couple of hours, | will go and do sonething very
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simlar for the folks in our Dallas office, in Texas this
afternoon and tonmorrow norning, but I will be staying in
touch and I | ook forward to hearing a |ot of good results
fromthe di scussions of the conmittee over the next two
days.

| appreciate very much the opportunity to speak
with you. | look forward to hearing good work out of this.

Thank you.

DR. CERQUERI A: Thank you very much, Don. It's
al ways a pleasure to have you here and | think the strategic
plan is inportant. It would be good if we could get it
distributed to the commttee nenbers while we're here,
because | used to think that these were not inportant, but |
think they really are and it will give us sone idea the
direction that you're going.

Any questions for M. Cool ?

DR. ALAZRAKI: | would just like to say that |'m
really very, very thrilled to see this, and particularly two
things that | nmarked off on page nunber five, increase
public confidence. | really would like to see what the
Commi ssion has in mnd for increasing public confidence.
think it's one of the nost inportant things that you can do
in the next few years.

And al t hough you described it, I'msure there are
ram fications here to the public at large, which | think is
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al so an inportant conponent of that public confidence.

The public at large, in terns of educating about
radi ation and risk and all of that, | think, has been sorely
| acki ng. And reduce unnecessary regul atory burden, we're
al ways glad to see that anongst your lists of top
priorities.

DR. CERQUERI A: Thank you very much for those
comments. Dr. Dianpnd, a quick conment.

DR. DIAMOND: Sure. Dr. Cool, just before you
| eave, | just wanted to let you know that nany of us on the
committee very much appreciate the fine job that you and
Cat hy Haney and the rest of the staff have done in this
rul emaki ng process and it's inportant for you to know how
much we appreciate your work.

DR. COOL: | appreciate that. The job is only
hal f done, because it's one thing to wite a rule, and this
was a rather interesting rule, which had a rather

i nteresting process, but, in fact, | amgoing to suggest to
you that the real challenge -- and Ms. Haney is going to get
to dodge this one, | think -- is going to be whether or not

we can now go through a process of inplenenting it in a way
that carries out our goals that we had when we wote the
rule and not allow ourselves to slide back into a trap of
digging into all of the detail, when, in fact, we wote the
rule to be nore performance-based and | ess prescriptive.



ONO O WNPE

21

DR. CERQUERIA: Well, with that as an
i ntroduction, we'll nmove on to the next part of the agenda,
which is Cathy Haney, who has been through this process of
the Part 35 revisions since the beginning. Diane Flack is
not -- this is the first nmeeting --

MS. HANEY: Actually, Diane is sitting in the
back, but Di ane has noved on. She's taken a new position
wi th Conmi ssion Diaz, as his technical assistant. So Di ane
is here in spirit, just a different role.

And actually, since | didn't have Diane with nme, |
asked Tom Young to conme along. Tom Young is working in the
Rul emaki ng and Gui dance Branch, al so, and he's been hel pi ng
with getting Part 35 up and going for about the |ast --

al nost, | guess, the |last year, give or take.
So | asked himif he would do the beginning of the
presentation and then we'll both answer any questions that

you have. And you do have copies of the handouts, when we
took the quick break there, we handed them out at your desk.

DR. CERQUERI A: Ton®?

MR, YOUNG  Good norning, Dr. Cerqueria. Let ne
start with the nmedical policy statenent, because we sent
that up with the nmedical rule. It was proposed in 1998 and
it went up with the SECY paper on the rule in May, and then
the Commi ssion turned it around in just a few weeks, because
we had asked themto send it out before the rule. So it
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came back down and was published in the Federal Register
then in August.

The information on this is in tab 5 of your
bri efing book. You have the Federal Register Notice of |ast
August there for you. And then these are the four points
that you have in the handout that are the nedical policy
statement for the year 2000, and this should be famliar to
you because you have | ooked at it for the past couple of
years.

Now, there were no changes fromthe proposed rule
as it went out in 1998. The coments that cane in were very
simlar to the comments that were discussed in the proposed
rul e, Federal Register Notice.

So I will just nmove through this quickly, because
I want to try to hel p keep you on schedul e today.

Again, it fits to our strategic plan and you will
have all four of those points there in tab 5 and also in ny
slides for you to refer to later, if you need to.

As far as the rule portion of the rul emaking,

t hen, about a year ago, the rule went back to the
Commission. | think it was discussed at your |ast neeting,
Oct ober 1999, but the SRM cane down then in February and we
worked it, there were changes, and submitted it back to the
Commi ssion in May with the nmedical policy statenent, and the
SRM just arrived a couple of weeks ago.
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This is under tab 6 in your briefing book. W
have a copy of the SRM and the attachnment, which indicates
changes to the Federal Register Notice and to the other
attachnments to the SECY paper

MS. HANEY: Tom if | could interrupt you for one
second.

MR. YOUNG Co ahead.

M5. HANEY: Because sone of the newer nemnbers
aren't as famliar with sone of the abbreviations you've
used.

MR. YOUNG  Sorry about that

MS. HANEY: So if you give nme two seconds. Wen
we refer to something as SECY-, that's a paper that staff
generates and sends to the Commi ssion and we're either doing
it for information that we're providing to the Comi ssion or
we' re asking for the Conmmi ssion to give us gui dance.

There are various reasons that we're witing a
paper, but a SECY paper is sonmething that is typically
staff-generated. The first two nunbers, the 99, refers to
the year, if it's an 00, it's 2000, and then they just go in
nunerical order fromthere.

So what happened, back | August, we did sonething
that was a little bit unusual with the rule. Again, Don
alluded to the fact that the Part 35 process was a little
bit unusual, | guess, chall enging, where before we went to
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the Commission with the final entire package, where you have
a reg analysis and an environnmental assessnment, we went to
the Commri ssion with just the draft rule | anguage and the
responses to public coments, and, basically, asked the

Commission if this is where -- are we on the right line, is
this where we want to be.
That was done in August. |In February, they cane

back with what we refer to as an SRM which is a staff
requi renents nenorandum That's the direction that the
Commi ssion gives to the staff, and usually that says either
we agree with the recommendation in your paper or we don't
agree with your recomendation, we think you ought to do X,
Y and Z.

In the case of the Part 35 paper, this SRM said
basically the rule | ooks okay, response to public coment
| ooks okay, here are a couple of mnor changes.

It also did introduce sonme | anguage that had to do
with patient notification, because we had gone to the
Conmi ssion with two alternatives there. So we asked the
Commi ssion to tell us which way they wanted to go.

But that particular February docunment said nove
forward and actually conme back to us with the official draft
final Federal Register Notice and that's what we did on May
31.

So that docunent, if you go on to our web site,
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think all totaled, it's probably close to about 1,000 pages.
It has the Federal Register Notice, it has the environnent
assessnent, it has a reg analysis with it, it has a package
that would -- a draft package that would go to O fice of
Managenment and Budget for clearance for the record-keeping
and reporting requirenents.

That was up at the Commi ssion in May. As Tom
said, in October, we got an SRM or a staff requirenents
menor andum fromthe Conmission and that is what's in your
package.

It's fairly long. | will tell you that the
majority of the itens in there are really clarifying text.
It's not really changing anything fromwhat you've seen
al ready in one version or another, with the exception of two
different things. One, Tomis going to talk about in a few
m nutes, which has to do with, again, patient notification
and record-keeping. The other itemhas to do with a request
for us to go forward and do another proposed rule and |'m
going to tal k about that tonorrow

But for the nost part, when you |look at all those
pages and you see a lot, realize nmost of themare just add a
word here or there or change this abbreviation or you forgot
to add a title, and that's the sort of thing that's in the
attachnent .

So that kind of gives you the -- did | get al
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your questions there?

DR. DIAMOND: Oh, | was just going to -- |
actually know the acronyns. | was going to suggest we say
them for the guests, in particular.

MS. HANEY: Okay.

MR, YOUNG Okay. So where do we go from here?
Well, we're preparing the final rule for the Ofice of the
Federal Register and we're al so preparing the clearance
package for the O fice of Managenent and Budget.

DR. CERQUERIA: Tom what is the clearance
package?

MR. YOUNG = Pardon?

DR. CERQUERI A: What is the clearance package?
don't fully understand what that is.

MS. HANEY: We are required by the Ofice of Managenment and
Budget to have a cl earance nunber for all of our
record-keepi ng and reporting requirenents and we cannot
publish a final rule in the Federal Register until we have
t hat cl earance nunber from OVB.

What we need to do is to go to OMB with
justification for all of the record and reporting

requirenents, and it's a fair -- right now, | think the
package is up where it's around 60 pages of information that
we've had to give to -- or that we plan to give to OWB.

They do a very thorough review on the
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docunentation fromthe standpoint of making sure that it is
all justified, and really they're getting at the last bullet
Don was tal ki ng about, which is reducing unnecessary burden.

Once it goes to OMB, they have -- the agreenent is
that they have up to 90 days to give us clearance. So we're
t hi nki ng that the package will -- we're incorporating the
changes that canme down in that SRM and working with our
staff here, that is the liaison staff, with OMB to nake sure
that they think that we've got nobst of their issues
addressed, so we don't get into a round of nunerous
guestions between the different Federal agencies.

But the hope is that that will go to OVB sonetine
i n Decenber and then | ooking at roughly 90 days for OMB to
cone back with a clearance.

Once it conmes back, | think the rule will actually
be able to go into the Federal Register as a final rule
wi thin, say, three weeks, give or take, because we'll just

have to insert all the nunmbers into the package and get it
down to the Ofice of the Federal Register, and at that
point is when the six-nmonth clock starts as far as it
becom ng effective.

DR. CERQUERI A: So we think Decenber it will go to
the OMB. They have up to 90 days.

MS. HANEY: Right.

DR. CERQUERI A: So we're probably tal king March
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April.

MS. HANEY: A March-ish publication, yes.

DR. CERQUERI A: So nmybe April publication and
then six nmonths to inplenmentation, which will make it a year
fromnow from i npl ement ati on.

MS. HANEY: Roughly, right.

MR, GRAHAM  Just one question. The SRM was to be
in the tab that was Part 35 status and inplenentation?

MR. YOUNG  Yes.

MR. CRAHAM | don't have it. | don't knowif I'm
the only -- | was looking for the SRMand | didn't have it.
Sone of the books have it, some don't.

DR. CERQUERIA: Mne has it. But maybe if you
don't have it and you want to --

MS. HANEY: We can get some extra copies.

MR. CRAHAM | think it was sort of random of it
made it in the book or not.

MS. HANEY: We'll get you copi es.

DR. CERQUERI A: Okay. Tonf

MR. YOUNG Okay. There is one significant change
that we wanted to show you today. |It's in the notification
requirenent and it's for -- it's subpart Mfor reporting for
these two situations, the nedical event and a dose to an
enbryo, fetus or a nursing child.

We're focusing on the notification paragraph for
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each of these. [I'mgoing to showit to you on the next
couple of slides. But these are -- if you |look at the SRM
the attachment, these are items one and two of the
attachnment and we're incorporating these changes, and we
want to show themto you here.

But we're deleting this record-keeping requirenent out of
35. 2045 and 2047, the conpani on record-keeping requirenent,
because we assune that if we get a report fromthe |icensee,
then we're responsible for keeping that as a record.

Wth that, we should be able to go back to the
i censee.

Let me go to the next slide and show you the text
on the nedical event. |It's paragraph G W' re asking them
to annotate a copy of the report that they're required to
send to NRC within 15 days. They need to provide this then
to the referring physician.

They woul d take the report and just wite in the
mar gi n or some other fashion, however they want to do it,
the nane of, the subject of the event, and an |ID nunber that
goes along with that patient, so the referring physician
knows whi ch case they're tal king about.

Now, we woul dn't get a copy of the annotation
The NRC woul d not get that information. W' re not going to
get the patient information

This is paragraph G W're replacing it.
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Paragraph G did refer to the record-keeping requirenment,
2045, 35.2045.

DR. CERQUERIA: So this is going to replace what?
MS. HANEY: What happens is there's no longer a
record-keeping requirenment to keep a copy of the report that
was kept to the patient, because we were concerned that,
from OVB' s standpoint, that we could not justify keeping
t hat .

However, we still wanted the referring physician
to get a copy of the report that went to NRC and if a report
just showed up on the referring physician's desk that said
XYZ Hospital had a misadnministration on this date and this
is what was involved and no patient's nane, it would be
somewhat neani ngl ess.

So the conproni se there was to take a copy of the
report that you gave to NRC, to put -- just wite sonmewhere
on it this is patient Cathy Haney, and then that goes to the
referring physician. So that takes care of that aspect.

There is not a requirenent for the |licensee to
keep a copy of this report, but common sense woul d nean that
if you're a licensee and you're sending a report to NRC
about sonething and a copy to the referring physician,
comon sense is you're going to keep a copy in your files.

But we -- Part 35 does not have a requirenment for
themto do that any longer. Then, also, one could start
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arguing, and in this, you all know nmore than | do, that it's
actually a patient record and you conme under whol e other set
of requirements that is not NRC-directed. But NRC is out of
it fromthat standpoint.

So this is why it's a very -- it's alnpst a very
subt| e change, because | don't think, in reality, it saves
you nore than about ten mnutes worth of work, because you

still have to send it to the referring physician.
But he bigger thing is that there is not this separate nore
el aborate record-keeping requirement. Al it is is just jot
the patient's nane down and send it to the referring
physi ci an.

DR. CERQUERIA: | think this is sort of in |line
with what we had di scussed. | guess the nore contentious

area was the patient notification and that has basically --

MS. HANEY: That has not changed.

DR. CERQUERI A: Okay. Good. Sally, did you have
a comment ?

M5. SCHWARZ:  No.

DR. CERQUERI A: John?

MR, GRAHAM Just one question. Has sonebody
checked to nmake sure this is still going to conply with
Hl PA? Health Insurance Portability Act. W had fairly
broad changes in patient confidentiality record distribution
as it related to that. It goes into effect the same tine
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this rule is going to go into effect.

MS. HANEY: We can check it, John. | can't say
that we did check it when this direction cane down fromthe
Commission. So it's something that we can have our |ega
staff | ook into.

In essence, it's very simlar to what we had
before with the previous rule, the August version. So in
essence, it's not really changed anything. |It's just that
there's one record now i nstead of two.

MR, GRAHAM Also, Dr. Cerqueria, in this report
that's provided to the NRC by the licensee, they are
required to certify that they notified the patient.

DR. CERQUERIA: |'msorry. \What?

MR, GRAHAM In this report here that is sent to
NRC by the |licensee, they are required to certify that they
notified the patient.

MS. HANEY: Which, again, is not a change from
what the conmittee has seen before.

DR. CERQUERIA: Well, there was a | ot of
di scussion about it and --

M5. HANEY: And this is one of the areas where the
committee, on previous occasion, has recomended that there
not be a notification requirenment, but this is one of the
things that the Conm ssion has consistently felt strongly
that we do need this in the rule.
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So there we were not able to go with the
conmittee's recomendati on

DR. CERQUERI A: So basically the conmmittee did
make a -- we've had tons of discussion. | don't think we'l
discuss it further. 1It's going to be in there.

MR. YOUNG Let nme go to the next slide, because
in the case of the enbryo/fetus/nursing child, the text, the
| anguage is the same. We're just indicating that we have a
pregnant individual and a nursing child.

If there is a nunber, the referring physician is
going to get a copy. Sane idea.

And then ny last slide is -- Cathy is going to go
over this tomorrow nmorning, | believe, in the other
rul emaki ng session. This is a close-the-1oop type of a
thing that was also in the SRMthat just came down fromthe
Conmi ssi on.

So I'll turn it back to you, Dr. Cerqueri a.

DR. CERQUERI A: So additional rul emaki ng goes back

MS. HANEY: Let nme give you -- so you're not
hangi ng there saying what are they doing with 3575, because
that's the catch one.

When we were devel oping the final package to go to
the Commission in May, there was an issue that was
identified that there was no requirenent for a |licensee to
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come back and tell NRC when, for some reason or other, they
got information that a nmenber of the public mnmight have been
exposed to greater than 500 nmilliremand if you look at, in
Part 20, there are requirenents that if a nenber of the
public gets greater than 100 mllirem that the patient gets
notified, NRC gets notified, things |ike that.

So this was raised to the Conmi ssion as possibly a
gap in the regulatory framework between Part 35 and Part 20
and we didn't want to flip back to Part 20.

Now, the Conmi ssion spent a lot of tinme thinking
about this and that's really why we had fromthe May to the
October date of getting that staff requirenments menorandum

And the decision was nmade that NRC woul d want to
hear about a problem a situation where a nenber of the
public was exposed as a result of a rel ease under 3575.
However, we've done a coupl e of things.

One is to make it risk-inforned, is that the limt
-- we don't -- NRC -- the notification requirenment, and this
is all -- you know, we're noving into proposed rule stage --
woul d be for a five remlimt. So you don't need to tel
NRC until you hit the five rem

DR. McBURNEY: Five renf

MS. HANEY: Five rem right, as conpared to 500
mlilirem So there is a big difference there, feeling that
the five remlimt nmakes the rule nore risk-inforned.
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The other thing here is to realize that as NRC is
not changi ng any other of its guidance on what we expect a
licensee to do. W are not expecting a |icensee to go out
and check up on the patients. This is nerely an
after-the-fact of, say, you release a patient and you do it
case-specifically, assuming, say, ten percent occupancy, the
person says, oh, I'mgoing to ny mountain retreat, they get
to the mountain retreat, they get a call fromtheir daughter
that she's sick, so they junp on an airplane and fly to
Hawai i .

We're not | ooking for any requirement for the
patient to cone back to the |licensee and say, oh, |'m going
to change ny plan, is that okay. The next time the patient
comes in for a checkup, the patient tells the physician, oh,
by the way, this happened, now we're in a situation where
the licensee goes back and recal cul ates and says, oh, |
could have gotten 5,001 nillirem that would require a
notification.

But we're not | ooking for anything proactive on
the licensee's standpoint. That is what is behind this, but
I would say -- | nean, this is a big topic and we al
believe that it's going to generate a |lot of interest from
the stakeholders and | would say if we could defer
di scussion on this particular aspect till tonorrow, because
we'll have nore time on that.
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DR. CERQUERIA: | think for the tinme, we shoul d.
So basically Part 35, as revised, will conme out. This is
sonmet hi ng knew, which is sort of --

MS. HANEY: Actually, we're revising a rule even
before it's been issued in the Federal Register. So we're
really out there on this one.

DR. CERQUERI A: Ahead of the gane.

DR. WLLIAMSON: But this will not affect the rule
as published in the Federal Register.

M5. HANEY: No.

DR. W LLIAMSON: This will be a subsequent --

MS. HANEY: Yes.

DR. CERQUERI A: Let's discuss it tonmorrow, if we
have an agenda item So we're at our break and we'll --
now, do you have any further comments or any questions about
Part 35 revision?

DR. NAG There had been a nunber of different
versions and |'mnot sure which is the | atest version that
is going to be going out as the Part 35. Can you clarify

which is the version that will be finally --

DR. CERQUERI A: WAs it published in the Federal
Regi ster?

MS. HANEY: No, it's not been. What you need to
do now -- unfortunately, what's going into the Federal

Regi ster does not exist right now today.
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If you look at our web site, and there are a
couple of different ways you can get at it, but the easiest
thing is to go into Conmi ssion activities, and you | ook for
SECY- 118, and then you | ook for SRMon 118, if you conbine
the two of them you have what is going to go into the
Federal Register.

But given that we didn't get the SRMuntil | ast
nmont h, we haven't done that yet.

What we've left on your desks is so that you don't
have to go back and pull up the web site, and | think there
may be sonetines during today's discussion where we mni ght
want to refer to the rule, is there's just -- there is a
docunent that |ooks like -- it's about a half-inch thick and
it says rule text taken from SECY-00-118.

DR. CERQUERI A: That's here.

MS. HANEY: So you have that. So if we have
di scussi ons today about what's the npst current version
this is 99.9 percent of what is going to go in the Federa
Register. So it's close enough for discussion today and,
also, if you want to be | ooking at things for how you're
going to start changi ng your programs and i nproving, you're
pretty darn close with this version.

DR. NAG But the amendnent that was made, was
this something made only a few days ago or was this updated
si x nonths ago?
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MS. HANEY: No. This is the text as it appeared
in the SECY-118 in May of this year

DR. CERQUERI A: So May 2000. Could we have the
lights up? This is inportant. W've spent three years
working on this. So | don't want to rush through the agenda
wi t hout dealing with this.

DR. DI AMOND: Excuse ne. Cathy, in the docunent
that you're referring to, it says subpart J reserved. |'m
| ooki ng on page 625. \What does that nean?

MS. HANEY: It just nmeans that we've got a
pl acehol der in there. Wen we do our rules, every once in a
while, we like to | eave sone placeholders there so as in
five years fromnow, if we decide we need to do a new
regul ati on, we've got a place to fit it in here.

DR. DIAMOND: But isn't that a |lot of the area for
di scussi on, that subpart J?

MS. HANEY: Subpart J, | think what you're -- the
current Part 35, and we'll put copies of that down for you,
in case we need to reference back to the current Part 35.
Subpart J is the current training and experience
requi renents, but there's nothing really nmeant by this,
other than those -- all those requirenments go away and once
this rule goes into effect and we're five years down the
line, we could put anything in subpart J.

We could put the training, the requirenents, if
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there was a new nodality that canme about, we'd just drop it
into subpart J.

DR. DIAMOND: So it's just a revised enuneration
if you will.

MS. HANEY: Right. Yes.

DR. CERQUERI A: All right. John, quick question
and quick answers, if possible.

MR. CRAHAM So if we take the half-inch docunent
and add your slide notes fromtoday, that's the cl osest
thing to what will be in the Federal Register, that has the
change for 35.3045 and 30 --

MS. HANEY: That's probably true.

MR, GRAHAM  Ckay.

MS. HANEY: Because any of the things in -- the
majority of the itens in that staff requirenments nmenorandum
are changes to the statenents of consideration and not the
rule. In fact, | don't think there are any that pertain --
no. There is one that does change to the rule and that is
anywhere where you refer to patient releases, in 35.75, you

will see, in the current structure, several things.
You will see in accordance with 35.75, under
35.75, governed, you'll see every -- we're going through

with a word search and naking all of it under Part 35. So
it's a very subtle change, but fromour Ofice of Genera
Counsel, it's a very inportant change, because that makes it
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clear that anything that has to do with patient release is
in Part 35 and we're out of Part 20 space.

So | think with that caveat, John, you have a
correct statenent.
DR. CERQUERI A: Okay. Are there other questions

or comments? |If not, let's break and we will reconvene.

[ Recess. ]

DR. CERQUERI A: M. Torres?

MR, TORRES: M nane is Roberto Torres. | work
for the Division of Industrial Medical and Nucl ear Safety.
Today | will be tal king about the inplenentation plan of
revised Part 35.

My presentation will be a brief one, and | will
broadly tal k about this subject.

I will be focusing mainly on outreach, how are we

going to get the word out of the revised Part 35, how are we
goi ng to conduct training and how are we going to revise our
procedures.

But first, I want the comrittee to have in mind
the foll owi ng questions; what nmethods woul d be best suited
to communi cate this revised Part 35 to your clientele, who
in your organizations that you represent, what persons can
we contact to establish coordination to arrange
presentations, discuss ideas, and to provi de a nmechani sm of
how t o answer questions from your nenbers. Also, what
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neeti ngs you woul d suggest us to attend so we can nake our
presentati on.

DR. CERQUERIA: M. Torres, if | could just
interject. | think one of the things -- you know,
obviously, we need to contact the 20-sone states that are
currently NRC-1icensed, but one of the issues that we, as
sort of stakeholders in this, are going to have is the
agreenent states in ternms of this is going to be Federa
policy, but we're still going to have a I ot of issues at the
state |l evel, where there may be a variance

So we kind of need to get this out to our
constituency, but we have to informthemthat there nmay be
di fferences between what the final rule is going to have and
what may actually be done in their locale. So | see that as
a problemthat is going to have to be addressed. | think
it's somewhat on the schedule tonmorrow, but that is a
probl em

MR, TORRES: | will briefly mention that in the
few -- in the next slides. One of the first things that we
know i s that we have to get coordination with agreenent
states, stakeholders and |licensees, and to do that, we are
going to -- the way we are going to get the word out is by
either witten comuni cation, |ike Federal Register notice,
whi ch Tom Young al ready nentioned, information notices,
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which are witten by NMSS, NMSS |icensee newsletters, and
personal presentations to nedical societies and
organi zations, like radiation therapy groups, cardiol ogists,
nmedi cal heal th physics societies, CRCPD and Organi zati on of
Agreenment States.

MS. HANEY: If | can interject for a second. One
of the things that we'd |like to do, too, is we're really
just kicking off this whole aspect of inplenmenting Part 35
and setting up a process for doing it, but what we do want
to do is involve the agreement states early on in how we're
i mpl enenting it.

So that when they do adopt simlar regul ations,
that they're not starting fromground zero. W routinely
have nonthly conference calls with the representatives of
the board of the Organizati on of Agreenment States and it's
usual |y about the third week of the nonth and what we pl an
on doing during the Novenber neeting is to give the OAS an
i dea of where we are right now.

This is the firs tel ephone conference we will have
had since the SRM canme out, and sort of alnost a simlar
presentation to what Roberto is going to do today, is just
do the inportant points, talk to the board about that, and
then invite themto participate with us in this
i mpl ement ati on planning stages, so that if they're
interested in coming in, if they want a representative or
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what ever, that they would be able to give us sone ideas al so
on what they think that we ought to be doing.

So we do see working -- a close relationship with
the agreenment states on these inplenentation issues.

DR. CERQUERI A: And so far the overwhel m ng
indication is that they are going to be in conplete
agreenent and conpli ance.

MS. HANEY: O course. Was that the right answer?
I will say that the -- well, actually, it's a Conference of
Radi ati on Control Program Directors has a conmittee, it's
called the SR-6 conmittee. W' ve tal ked about them
periodically on and off over the |ast couple of years. They
are working with our rule to come up with what they refer to
as a suggested state regulation that the states can | ook at,
and this is just one of the normal processes that CRCPD
does. It's not unique to Part 35.

So they're | ooking at that right now and working
on that and | woul d expect sonmething in the near future on
that, also

The other thing that the states will be |ooking at
is we assign what we refer to as a level of conpatibility to
each one of the requirenments in Part 35 and they range in
conpatibility formwhere the states have to be virtually the
same to requirenments where the state doesn't even need to
adopt sonething that we have, because it's unique to NRC.
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The states had the opportunity to comment on those
conpatibility levels during the devel opnental stages and so
there's been on -- basically, what |'mgetting at, there's
been ongoi ng di scussi on.

So to a certain extent, there isn't anything
that's surprising in these particular requirenents. The one
thing where it was a Comni ssion-directed i ssue about
conpatibility had to do with training and experience
requi renents, and that came out as a conpatibility level B
It was directed by the Conm ssion and that issue canme --
nmeani ng that the states have to adopt essentially verbatim
what we' ve done.

But I would say if we could wait to tal k about
maybe the training and experience issue and conpatibility to
our next session on the boards, that -- because | think that
that's an issue that probably is kind of where you're going.

DR. CERQUERI A: Certainly the training and
experience is going to be an issue, but | think all the
reporting indications and everything, we're going to create
chaos if we don't have sonme degree of uniformity on this.

MS. HANEY: | think fromthe standpoint of the
states, and, Ruth, maybe if you want to comment on if you've
heard anything recently fromthe states, they are aware of
the levels of conpatibility and when it comes to the
reporting requirenents, the states can be nore restrictive,
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if they want to, but they are at |east at the | evel where
NRC is and then on the training and experience, when the new

Part 35 does go into effect, they will have to be
essentially the sane.
DR. McBURNEY: | agree that | think the states are

fully aware of that |evel of conpatibility.

DR. CERQUERI A: And the sense of conpliance is
overwhel mi ngly positive?

DR. McBURNEY: |'msure they will.

DR. NAG | have a question in terns of the
timng. The NRC will publish sonmetinme in April and nmaybe
with inplenentation by Cctober of 2001. Wuld this be the
same time schedule for the states or each state will do
what ever they want?

MS. HANEY: No. The states have up to three years
fromthe date of our rule going -- our rule becom ng
effective to inplenent or to pronulgate sinlar
requi renents. So there will be that three-year tine period
when sonme states will essentially be operating under their
current --

DR. NAG The ol d.

M5. HANEY: The old, their version of the old Part
35.

DR. CERQUERI A: Jeff?

DR. W LLI AMSON: What docunent outlines the |evels
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of conpatibility requirenent by requirenment?

MS. HANEY: |In the Federal Register Notice, there
is a very brief sumuary, but that's not what you want to
| ook at. There's basically just the -- generally speaking,
what the different |evels are.

There is a matrix that we devel oped to support,
just fromstaff level, the different requirements. |If it's
not available on the web site, we can put it on the web site
or nmake available to different -- you know, whoever wants
it, we can make it available to them

DR. WLLIAMSON: | think it would be hel pful if
we, at least on the committee, could have access to that
docunent .

DR. CERQUERIA: It would be useful to have it out.
Again, | don't want to dwell on this, but | think that we've
done a great job, the staff and the comm ttee, of revising
this, but we need to go the next step, which is to basically
get everybody to be in line. Oherwise, it's going to be
worse than it was before we had a uniformrule

So, M. Torres, | apologize for the diversion
t here.

MR, TORRES: | want to expand on sonething that
Cat hy Haney nentioned before. The main purpose of this
presentation is not showing that the very structure of the
i mpl enentation plan and then had it to the agreement state
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or stakehol ders to nmake conments.

What we are presenting here is in the first stages
of the devel opnent, we will have their inputs, how are we
going to have their input and conments, it's by infornmation
technol ogy. W are going to create a Part 35 web site in
our horme page. The O fice of State Progranms al so has a web

page which will be linked to that, so we will have comrent
from agreenent states comng through the agreenent state
home page and it will be linked to our main honme page

One of the tools that we are going to use and that
I, when | was a |licensee, found very effective, it's having
a very sinple table explaining what was the old Part 35
versus the revised Part 35, what are the changes. So one
can quickly forward through the table and find out if a

change will affect your radiation safety program

Al so, |ike many web pages have today, there will
be a question of frequently answered questions, and we
agreenent state people, |icensees, stakeholders, wll
provide -- will make questions or conments on to this web
page and NRC/ NMSS, Nucl ear Materials Safety and Saf eguards
Ofice, will provide a nonthly answer to these questions.

We can also in that web page and we will have a

schedul ed vi deoconference. W are going to explore this
technol ogy at the npst and this is nothing new, but we in
NRC, we have conputerized self-study for -- to train our
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personnel. W can also train other personnel outside the
agency, and this can be developed with different topics in
m nd and we have found this a very useful tool

Qur proposed training schedule is the headquarters

staff, cognizant staff will be trained in January, sonetine
during January, and the agreenent state personnel and the
NRC regions will be trained sonething | ate February, early
March 2001.

M5. HANEY: And realize, with what Roberto is
saying, with sonme of these training, this is our initia
t hi nki ng, as he had said. W really have not gotten the
opportunity to discuss with the agreenent states and OAS
about how does this fit.

And if we did the training, kind of what we're
using as a baseline nmodel, which is what we did with Part 20
when it was revised back in early '90, is we did training
for all of the NRC offices and then if there was -- we
usually had themin large conference roons. |f the states
wanted to cone, they could, they were welconme to cone.

But a lot of this is just early thinking and
before any of this would becone finalized, we would spend
considerable time talking to OAS and CRCPD about how do they
want to get involved and what works for them because this
type of formal training may not be what's npbst advant ageous.

DR. CERQUERI A: |s there an OAS contact person who
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is sort of doing this?

MS. HANEY: What we have, and anybody from State
Programs that's behind me wants to chine in, we do have --
there is a board of directors for the Organization of
Agreenent States and we have Paul Lohaus, which is the
O fice Director fromthe Office of State and Triba
Programs, is the | ead NRC individual responsible for
coordi nating with OAS

So usually what we do is we have these weekly
conference calls, where you have the board on the tel ephone
and then you have Paul definitely, but then the other
cogni zant staff.

So there's a | ot of exchange during this and then
the information filters out fromthose different
or gani zati ons.

Al so, there is an annual neeting with the
Organi zati on of Agreenment States, where -- sinmilar to this,
where you have all the states, but we make fornal
presentations to them So we are working very closely
Wi th agreenent states.

DR. CERQUERIA: Yes. | think it would be very
i mportant to get theminvolved. The last thing they wll
accept is something which we have put together, the NRC
staff, and then sent to them | know there's a lot of
i ssues in here, but, again, | think it's inportant to get it
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strai ghtened out.

MR, TORRES: As Cathy nentioned, this is an
initial training. W envision that once we get the input
fromthe |licensees and the stakehol ders and agreenent
states, we will retrain our personnel before the final rule
goes out.

The regions will be in charge of coordinating a
wor kshop with the stakehol ders, agreement states, |icensees,
and we foresee that they will have to do that in the w ndow
period that Tomrmy was tal ki ng about before, sonetinme between
February 2001 and August - Sept enber 2001

Al so, Cathy nentioned that agreenent states will
have a three-year period for inplenenting this rule, so we

foresee that we will have to train them give additiona
training to them after 2001

Internally, NMSS will have to revise our
i nspection procedures, managenment directives. Qur technica
training center in Chattanooga will have to review the
manual s and we have a nuclear material safety, nuclear
materi al event database, known as NMED. NMED will have to

be revi ewed, because we have to change the event type, the
classification and reporting criteria according to the
revised Part 35.

And t he NUREG 1556 series was issued this year
the series, consolidated guidance about material |icense.
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And this is the --

DR. WLLI AMSON: Excuse me. Could | ask a
question? What is the status of the regulatory guide that
acconpani es the revised Part 357

DR. CERQUERI A: Cat hy?

M5. HANEY: It will come out at the sane time as
the rule does. There are certain correspondi ng changes,
like m nor word tweaks that we need to nake in the NUREG
docunent. It actually -- and if you want to see the | ast
version of that NUREG it's attached to that SECY-00-118.
So that's about 90 percent there, also.

But that's the last one. W just need to nmke
some changes, put it through the editors and all of that

sort of stuff, and then it will be set to go at the sane
time that the rule is published in the Federal Register
So what we're really -- and that is what we're

really striving for, so that when the rule hits, the
gui dance is there, also.
"Il do ny pitch here, but realize that is
gui dance and there are no requirenments in the -- there are
no de facto requirenents in that gui dance docunent.
DR. WLLIAMSON: But | think it's an essentia
el enent for people --
MS. HANEY: Oh, definitely.
DR. WLLIAMSON: -- to do a detailed
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i mpl ementation of the program They will |ook to that for a
| ot of suggestions and further --

MS. HANEY: Exactly.

DR. W LLI AMSON: -- explanation about what the
regul ati ons mnean.

MS. HANEY: Right. And that's why at the sane
time, we're trying to get themissued at the sane tine.

MR, TORRES: And this is the last slide of ny
presentation and | want to | eave the comittee with this
idea, with this question, how can we -- how can you best
conmuni cate -- how can we best conmmuni cate our message to
your clientele, what input conments can you provide us, so
we can start to incorporate those in our inplenentation plan
of revised Part 35.

Thank you very much.

DR. CERQUERI A: Thank you very much for a really
focused -- if we could get the lights up and let's try to
answer that |ast question. Neom, what, in terns of the
nucl ear medi ci ne conmunity?

DR. ALAZRAKI: | think at the annual neeting,
there should be one of your presentations. | think it
shoul d go out in the Newsline, which is part of the Journa
of Nucl ear Medicine, as an inportant article. | think that

the | eadership of the nuclear medicine ought to be inforned
of the details and then they can further inplenment other
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ways of dissem nating the information and maybe nake sone
ot her recomendations directly to the NRC, to you.

But | think it has to be a very nultinedia type of
approach in ternms of reaching, because everyone has to be
reached by this. Everyone nmust know about it and | think
you have to do everything available, use all nodalities of
nmedi a avail able to | et everyone know.

DR. CERQUERI A: So sone practical things, getting
information to the professional societies so they can get
theminto their journals, either as news itenms, and it
probably woul d be worthwhile to just contact them and | et
t hem know and then provide a contact person here who could
provi de that information.

DR. ALAZRAKI: And the same to the diagnostic
radi ol ogy community and, of course, to all of these
comunities and at all of their nmgjor neetings.

DR. CERQUERI A: So certainly all of the
prof essi onal nedical societies that have sent letters and
conments to Part 35 revisions should be contacted. The
boards that are applying for recertification should be
contacted. And the ability to provide witten information
that could be incorporated into newsletters would be
i mportant, and attending the national neetings would be very
wor t hwhi | e.

The radi ati on oncol ogy comrunity?
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DR. DIAMOND: Yes. | think we can do it rather
efficiently. W, in ASTRO, have an electronic notification
system ASTROgrans, which go out periodically, reach a | arge
nunber of individuals. W could publish the rel evant
information in brief formin our official journal, which is
read by a very large proportion of our practitioners.

We coul d have inserts in the Anmerican Coll ege of
Radi ati on Oncol ogy bulletin that is put out periodically.
We can certainly invite menbers of the staff to address our
soci eties at our neetings. W have a large neeting held
each fall and a smaller neeting held each spring.

So | believe we can do it rather efficiently. |
t hi nk many questions fromthe nmenbership will revol ve about
the issues that you raise in regard to the agreenent states,
as we're trying to get a sense of how the agreenent states
are noving, to what |evel of conpatibility and what
timeframe, | think that will generate, by far, the |argest
nunber of inquiries.

DR. CERQUERI A: Good. John, how do we contact
admi nistrators at hospital s?

MR, GRAHAM | think, stepping back a little bit,
t he comruni cation plan, in general, in npost of the
di scussion we've had so far, is presentations at nationa
nmeetings. The difficulty of that is in |ike any mandatory
comuni cation plan, the people that cone to the nmeetings are
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the people that are npst engaged, they're the people that
probably know it's underway already.

So the key is you've got to be able to identify
what your conmuni cation plan is to get it out to the guy who
is in Podunk that still has responsibility for this, that he
hasn't attended an annual neeting of his group in years, and
yet he has to be aware of the change that's occurring.

But even before that, | think that -- | assune
that you have, in your staff discussions, had sonme revi ew of
the opportunity that this represents to comunicate the
direction that the NRCis trying to go in, or | would
encourage that how you spin this will be as inportant as any
of the content in here.

So to the extent that you introduce this and |ink
it to the goals of the NRC and focus on increasing public
confidence, so that there is | ess confusion about who is
going to die fromwhat we do with any nucl ear substance
tomorrow, and reducing the unnecessary regul atory burden, if
you put it in context, and, frankly, w thout getting
adversarial, 1'd go so far as to tie it to the review that
occurred with the advisory cormittee and even identify the
areas where the bal ance of public safety was outweighed in
the eyes of the Conmi ssion conpared to the advisory
conmittee's recomendati on

The credibility of this group Iong-termand the
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ease with which its inplenmented will be affected by whether
they think they had a voice at the table. This group
represents the primary voice at the table, but the
credibility of these people into the future is that they're
not sinply saying, oh, well, you approved this thing, which
is really why are you having us go back and tell the
patient, when we all know the patient is just going to get
j acked out of shape and you shoul d have del eted that.

So | think there is, again, an opportunity, if you
spin this, that there was a group that had broad
representation that recomrended certain changes that, in the
opi nion of the Comm ssion, sinply didn't cover the public
patient safety, and yet it does represent the best bal ance
that coul d be achieved.

I would cone back and hammer the spin that this is
an intent to reduce regulation, to reduce the anount of
docunentation, to make it nore performance-based, to nmake it
| ess prescriptive, and then you're going to have to use
every -- | assume you're going to have a witten docunent at
the end of the day that goes to every licensee.

That's the only way you're going to assure that,
agai n, the person out in Podunk who never attends a
prof essi onal neeting, who has ignored all of this, will --

MS. HANEY: We'll do a nmass mailing of the Federa
Regi ster notice and the gui dance docunent.
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DR. CERQUERI A: But | think John's point about the spin and,
also, the way it's presented, when you get sonething this
thi ck, people aren't going to go through it. So you al npost
need an executive sumuary that really hits sonme of these
hi gh points, the risk-based perfornmance.

MR, GRAHAM Otherwise, it just |ooks |ike, oh,
great, here's a new set of Federal regs.

DR. CERQUERIA: This isn't dealing with the

problem It's basically trying to reduce the amunt of
bureaucracy that exists. | think those are inportant
t hi ngs.

Ni ki, fromthe perspective of the consuner?

MS. HOBSON: Obviously, the consunmer is not going
to be part of the inplenmentation. That's really the nedica
comunity and the regulatory comunity. |t might be
worthwhile just to put out sone general information to, for
i nstance, cancer support groups, like the American Cancer
Soci ety, that sone revisions have been made that will affect
patients' rights.

I don't know that | would go into a |ot of great
detail on that, but at least let themknow, if they're
interested, that there have been sone changes.

DR. CERQUERI A: But actually go to these
organi zati ons of patient support groups.

MS. HOBSON: | think the support organizations,
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cancer patients, obviously, are beneficiaries of the
services covered by Part 35, but there are probably other
pati ent groups, maybe to a | esser extent, that woul d benefit
fromat |east knowing it's been done. The deed has been
done.

DR. ALAZRAKI: Every patient group is affected by
this, because al nbst every segnent of the patient popul ation
at one tine or another during his or her health care
encounters radi ation, alnost all

DR. McBURNEY: |Is there an organi zation of patient
rights advocates fromthe hospitals? Are they organized in
any way, do you know, John?

MR. CGRAHAM Not that |'m aware of.

DR. CERQUERI A: | nean, each hospital has one, but
I'm not aware of any kind of --
MR, GRAHAM | don't think there is any

i nterconnectivity, no.

DR. CERQUERI A: Any input to the FDA that is
necessary on this?

MR. LEEDHAM | know t hat when we have ngj or
changes in our regul ations, we have workshops on a | oca
basis. Also, at the different centers, when we have a new
initiative that goes on, usually on a regional basis, we
have points of contact, versus everything conm ng here to
Rockvi | | e.
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So that m ght be one way of doing it, where you
had outreach teans in each one of the regions.

DR. CERQUERI A: Let nme get fromN ki -- from Ruth,
any -- again, the agreenment state inplenmentation | think is
still going to be a major hurdle, and anything that you

could contribute would be inportant.

DR. McBURNEY: The work of getting information to
the agreement states, and the agreenent states are all fully
aware of what is going on with Part 35 and actually
partici pated on the working group and the steering conmmttee
for its devel opnent.

But | think that the point of the joint-regiona
trai ni ng workshops and having the states join in with the
NRC at the regi ons when that goes on will be beneficial.

Al so, sonething Dr. Dianond said, brought up
touched on trying to find out how soon the agreenment states
plan to inplenent the provisions of Part 35. W can
probably work through the Organization of Agreenment States
and do a survey of what the states plan to do and how soon
they plan to inplenent that.

DR. CERQUERI A: Sonething |like that, certainly for our
menbers, the organizations we represent, would be very, very
hel pful to at |east get them sonme idea of where there is
going to be conplete conpliance and what tineline. That
woul d be inportant.



ONO O WNPE

60

DR. McBURNEY: And the agreenent states al so have
an e-nmail service, we call RADRAP, where we can exchange
i nformati on and even though frequently asked questions may
be put on the web site, sonme of the nore infrequently asked
qgquestions, we can go back and forth with this e-nmsil
servi ce.

DR. CERQUERI A: That definitely would be
wor t hwhi | e.

DR. NAG A couple of points. First of all, |
thi nk many of the points made here we all good. | want to
know how nmuch staff the NRC has, because if you are going to
go to every sub-specialty, that is going to require a |ot of
staffing.

One thing you may want to think about, and this is
sonmet hing worth discussing, let's say for each
sub-specialty, you don't need to explain everything. You
want to tell themthe part that is relevant to them Can
sonme of that be del egated or you have training from
i ndi viduals fromthat sub-specialty who can then go back and
explain to their sub-specialty specifically about that part.
That is one maybe that will help you out.

The other, if you are going put it in journals,
there are two definition kinds. You have the newsletters,
where you do not have peer review, and basically this is so
i mportant, you can have those go out inmmediately.



ONO O WNPE

61

You al so have the peer review journals, which if
you are putting an article, it has to go through peer review
and that takes a longer tine. You may want to directly
contact the editor of that journal and see if instead of
goi ng through peer review, it can bypass that and go Iike an
editorial

And if you were to have four or five different
versions, one for the radiation oncol ogy, one for the
di agnostic journal and so forth, that can go in a |lot faster
than trying to go to a peer review publication

DR. CERQUERIA: | think that definitely would --
let's sort of go around the table and then we'll cone back
Sally, any comments from the radi opharmacy?

MS. SCHWARZ: | think probably the groups that are

i nterested would be the American Pharmaceutical Association
and the Anerican Society of Hospital Pharmacists, as well.
They have web site availability. There's a |ot of
i ndi vidual s in education and certainly | think that there
woul d be an annual neeting, also web site information.

DR. CERQUERIA: So it seens |like all of our
organi zati ons have the sanme sort of capability and | think,
Roberto, what you and the NRC staff are going to need to do
is identify the right contact people and then sort of
initiate it.

Jeffrey?
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DR. WLLIAMSON: | think all of what has been said
is very good and useful, the idea of sort of promoting
general know edge in the community of the new regul ations.
But | think the major point seenms to have been m ssed here.

It's that the people who are responsible for
i mpl ementing this are the radiation safety officers and the
radi ati on safety conmittees in each institution, and | think
the success of the program of inplenmentation, is going to
depend on the interactive conmunication you set up with that
very select targeted audi ence.

So | would suggest that you put nore effort into

working with those individuals. | think -- you know, | can
assure you, Washington University, with its radiation safety
staff, will be on top of it and | think maybe the |icensees

of concern are those that are smaller and nmay not have a
prof essi onal health physicist as their RSO

So you might want to figure out sone sort of a
prioritization schene based upon the probability that an
institution might not inplenment the new regul ation or be
aware of all of the provisions.

So | woul d suggest approaching it, to some extent,
fromthat direction. That's one general conment, for al
speci al ti es.

| think sonething that could be done to be very
hel pful would be to put all this stuff together in a nice
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packet, the statenents of consideration, the Part 35 text
itself, the regulatory guide, in a nice, big binder, and
think all of the societies, |I know the AAPM would be willing
to sort of send a nenber-wi de notice out and create a system
whereby this could easily be ordered by any individual who
wanted all of the docunents assenbled in an orderly fashion.

So | think that's one thing that would hel p

DR. CERQUERI A: That would take care of filling
the landfills, but | think perhaps sone sumrari es woul d
definitely -- that could be easily extracted and sent out to
peopl e woul d be appropriate.

DR. W LLIAMSON: | wasn't suggesting send it to

everybody, but creating a nechani sm where those who want ed
it and who woul d be responsible for inplenmentation, which
usual |y physicists are, would be able to get the information
ina--

DR. CERQUERI A: Good point.

DR. WLLIAMSON: -- in an orderly form | don't
think it would be a good idea to send a big binder out to
everybody. That wasn't the intent.

The other thing | would suggest with respect to
the agreenment states is to the extent that this can be sold
as an inprovenent, a regulatory relief over the existing
suggested state regul ations, the |local AAPM chapters and
ot her professional groups could perhaps turn the heat up on
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their sort of state |egislative organizations and maybe be
advocates in trying to get sonme of this acconplished,
because | think it's going to be very highly variable,
think, at the state, individual state levels, how rapidly or
qui ckly this can be passed or how much --

DR. CERQUERI A: Those are very good points.

DR. W LLIAMSON: -- there's going to be by
di fferent regul atory agencies, state regul atory agenci es.

DR. McBURNEY: The suggested state regul ations are
bei ng devel oped along in parallel with this. So they should
be com ng out in the same --

DR. CERQUERI A: Let's hear from --

DR. W LLIAMSON: But | think every state does not

DR. CERQUERI A: Let's hear fromthe radiation
safety committee aspect.

DR. VETTER: Yes. What will radiation safety
officers read? | would |ike to underscore sonething John
Graham said. | think you need to start with devel opnent of
a very strong comruni cations plan, and you've got experts in
the agency that can help you with that. And then relative

to -- and in that plan, you will incorporate, of course, al
these things that were nentioned.
One of the primary routes of comunication will be

the link to your web site, to the Part 35 web site that
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Roberto was tal king about, that would contain all this
information. So nost of us don't have to receive it in the
mail. We can go get what we want.

I would reconmend that you very specifically
identify that, though. There's a |ot of good stuff at the
NRC web site that's just hard to find. So just make sure
it's highlighted.

Then relative to reaching the RSOs, there are
several organizations that they comuni cate through or with,
and | can get you a |list of those, |like Health Physics
Society, AAPM the Anerican College of Medical Physics,

Ameri can Academy of Health Physics, those kinds of things,
and we can get you those web sites, where they could
actually sinply comrunicate to their people and put the link
right on their page, and that nakes your job easy.

DR. CERQUERI A: Plus, they could even downl oad
some of this material, so you don't need the hard copy.

DR. VETTER: They can downl oad the portion they
want. They don't have to have the whol e thing.

MS. HANEY: One other thing, too, that | have seen
happeni ng over the | ast couple of years is that as different
i ndi viduals in the professional societies becone aware of
Part 35, they go out and do presentations at their |oca
chapters.

So now |'m feeding it back to you guys, you al
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are famliar with Part 35, and |'m sure you're all involved
with the local chapters or national chapters of your
prof essi onal societies, going out and you naking the
presentations, because Dr. Nag is right. W do have limted
resources here.

There will be sone devoted staff at headquarters
that are working on inplenmentation and we do plan to use our
regional staff and they will be out there and they also are
involved |ike with health physics, | can speak fromthat.

A lot of inspectors hold positions in the HP, the
| ocal HPS chapters, and they have done presentations.

And with that in line, as you have your associ ates
goi ng out to make the presentations, we're happy to supply
material. |'ve done that in the past, a lot with, | think,
HPS and Soci ety of Nucl ear Medicine, where |'ve had one of
the physicists contact me and say |'m nmaki ng a presentation
can you help ne.

So | think it's -- you know, we'd be |looking to
you al so hel pi ng.

DR. VETTER: Could you put together a PowerPoi nt
presentation that we can downl oad?

MS. HANEY: |'m sure that we could do sonething
like that.

DR. VETTER: That woul d be great.

DR. CERQUERI A: That would be good. Lou, | didn't
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nmean to skip over you as we went around here.

DR. WAGNER: Not a problem | think the things
that |1've seen here are that one of the nost inportant
things you need is a user-friendly web site referring to the
regul ati ons, so that you have a search engine that can | ook

at the Part 35 and say, okay, | want to see what you say
about brachytherapy or | want to see what you're saying
about wipe tests, | want to see what you're saying about
this.

So that those things can be referenced easily for
a very user-friendly aspect to see how things have changed
relative to the interests of specific users.

And the web site, to ne, is the absolute idea
place to have all the information and the ideal means of
comuni cation now, bul k storage al nbst everybody has it and

everybody is getting used to using it. If it's
user-friendly, it's really inportant.

| guess that's about all | have to say.

DR. CERQUERI A: This has all -- | think, you know,
we've given you a |lot of input, but | would |ike to go on to
the next topic. | know people want to namke other conments,

but perhaps you could talk to Roberto afterwards.

But there's a lot of stuff that was thrown out and
you're going to have to select what you grab onto, but |
thi nk you' ve got enough i deas.
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Thank you very much.

Then we'll nove on to the next agenda item which
is the status update on NRC s new process to recogni zes
certification boards, and Sam Jones and Bob Ayres.

MR, GRAHAM While they are getting set up, just
to come back on a conment Cathy made, that states have the
opportunity to establish regulations that are nore
restrictive than what is in this guideline. The whole
intent was to reduce unnecessary regul atory burden.

I know this is alnpst a shift in paradigm Can't
the directive go out that it is the same or | ess onerous?

DR. CERQUERI A: A tough issue.

MR, GRAHAM | understand that. | will just go on
record saying that was kind of the goal we were trying to
get to here.

DR. McBURNEY: There are different |evels of
conpatibility for each of the rules and for the ones that
cross state lines, the training issues and so forth, it's
got to be essentially the sane.

In some of the areas where it's nore of a |oca
site by site thing, then the states, the NRC assignhs a |eve
of conpatibility in which the states can be nore restrictive
or have sonmething a little different, because it's not al
the sane | evel of conpatibility.

DR. CERQUERIA: Right. Basically, it has to be at
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| east as restrictive as the NRC, but it can be nore.
They' ve got up to three years to nake the decision and if
they don't, there really is no enforcenment nechani smfrom
the NRC on the states to make them conply.

DR. McBURNEY: Yes, there is. Paul?

DR. CERQUERI A: Paul, if you could introduce
yoursel f.

MR. LOHAUS: |'m Paul Lohaus. |1'mDirector for
the O fice of State and Tri bal Prograns.

Ruth is correct in ternms of tal king what our
policy provides. What we did about three years ago is
devel oped a new policy which defines adequacy and
conpatibility, which are the two areas that we use in
judgi ng the state prograns under our Aton c Energy Act
authority, and, at the same tine, we devel oped a set of
i mpl ementing procedures.

And what those procedures provide is, as Ruth
tal ked through, are varying levels of conpatibility and in
sonme cases, where there are trans-boundary inplications or
where the activities of one state or NRC have a big inpact
on the activities in another state or at NRC, those areas
need to be -- we use the term-- essentially identical

They basically have to be identical. There may be
sonme minor differences in wording due to state preferences
in their admnistrative | aws, but the context and the
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wordi ng of the regul ation need to be identical

Transportation, for exanple, is one, seal ed source
and devices, the training and experience requirements in
Part 35 is another that had been identified as a category B.
This is one that it has to be essentially identical

But as Ruth noted, there are other categories.
Category C neans that a state has to adopt the essentia
objectives of the NRC regulation. It may be worded
differently, but the intent of the regulation and the
actions that would be required by a licensee, the sane
action would need to be taken in the agreenent state as in
NRC s jurisdiction under that requirenent.

That's really sort of the test, if you will, for
Category C. That does allow, though, the states to be nore
restrictive for some of the standards. So they could have a
requirenent that's nore restrictive, but the standard is
really that the actions are going to be basically
equivalent. That's what we use as our standard in that.

Now, in terns of inplenmentation, under the policy,
the states have three years to adopt a conpatible rule.
Sone will do it sooner than that, but that's what we use as
gui dance.

We do review each draft in final state regulation
We provide coments to the states relative to whether
they're in line with the policy and the inplenenting
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procedures, and we al so have a program for review ng state
progranms. |It's called the integrated materials performance
eval uati on program

And t hrough that program we | ook at the statutes
and the regulations, along with the |icensing inspection
process, and do nmeke judgnents relative to conpatibility and
adequacy of the program So there is a review process that
we use, as well.

DR. CERQUERI A: Fromthe user community, what
unfortunately may sonetinmes happen is if soneone is
practicing in Virginia, which is NRC-regul ated, and then
they decide they're going to practice in Maryland, right
across the line, they can be licensed in one state,
potentially, the NRC state, but not in the agreenment state,
and that's going to create quite a bit of controversy for
trai ning prograns.

Now, do these people have an appeal process?
mean, can they appeal to, say, the NRC or to this commttee
if they're basically -- if the agreenent state requirenent
-- if they're allowed to practice in one state and the neet
the NRC requirenments, but then they don't neet the agreenent
state requirenments, do they have an appeal process?

MR, LOHAUS: |I'mnot certain | fully understand
the context of the question.

DR. CERQUERI A: Training and experience for an
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aut hori zed physician user can be gotten in several ways and
what can be held in an NRC state and what can be required
and is currently required in sonme agreenment state is
di fferent.

So that sonebody qualifies for an NRC |icense, but
may not be allowed to operate as an authorized user in an
agreenent state.

MR. LOHAUS: Under the current set of rules and
during the three-year period, there will be differences.

The states have existing requirements and until they anmend
their requirenments and adopt a conpatible rule, there may be
some differences.

But the goal would be, under the |evels of
conpatibility, is that when the states conplete their rule
adopti on process, the states should have rules that are
conpatible with NRC s rul es.

Now, that's not to say, however, that a state or a
few states nmay adopt regulations or rules in this area that
may be different than NRC s and if that occurs, there's
really two parts in the process.

There is no appeal process, that |I'm aware of, but
there are two steps in the process. One is we would review
the regul ati ons and we woul d provide conments to the state
that the rules are not conpatible and we would identify the
changes that woul d be necessary to make those rules
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conpati bl e.

If the state chooses to adopt a rule that is not
conpatible, there is a second step in the process, which is
our review programand as a part of the review program that
woul d be identified as a rule that is out of line, if you
will, with the conpatibility policy.

Now, whet her that individual rule would be a
sufficient basis to affect the entire programis a different
gquestion and that question, the process -- just very
qui ckly, there's a senior |evel board of NRC nmanagers, which
al so includes an agreenent state |iai son manager, which
actually nakes the determ nation for each state program
revi ew under | MPEP, and that would be a question and an
i ssue that that board woul d address as a part of the overal
finding com ng out of the review program for that particular
state program

So there is a process and there is a review
process and there's a board that woul d nmake that
determi nation, but I'mnot aware that there would be any
appeal process, let's say, for an individual |icensee within
an agreenment state.

And the reason |'msaying that is if you | ook at
our program our programis different than a Federa
del egati on program under the legislation. Actually, NRC
gives up regulatory authority and the state assunes
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regul atory authority under state statutes and regul ations
and they operate their own program They do their |icensing
under state statutes and it's not a del egation

So fromthat standpoint, what rules the state has
and what |egislation they have, that's the basis for the
program One of our jobs, though, is to ensure that if you
| ook at this nationally, there is harnony, there is
consi stency, there is not wide variation, there's not --

DR. CERQUERIA: But if you can't enforce it, then
you' ve got 21 NRC states and 29 agreenent states, so you
basically can have 30 different policies.

So we shoul d probably go on with the agenda,
unl ess anybody has a burning question.

MR, LOHAUS: | guess |I'd like to say that we can
enforce it, but there are going to be degrees and a single
regul ation or a single rule section may not be of sufficient
signi ficance and conpatibility, in the conpatibility area to
rise to a point where we would find a program not
conpati bl e.

And if we found a program not conpatible, then
there are certain actions that we take, which could | ead al
the way up to reasserting authority, if you will.

DR. WAGNER: I'ma little confused. Wen you talk
about conpatibility, you're tal ki ng about being |ess
restrictive, not nore restrictive. |Is that correct? O are
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you tal king about nmore restrictive, also.

DR. McBURNEY: It depends on the |evel.

MR, LOHAUS: It depends on the |evel of
conmpatibility.

DR. W LLIAMSON: The | evel.

MR, LOHAUS: Yes.

DR. WLLIAMSON: If it's Aor B, it can't be nore
restrictive, isn't that correct?

DR. McBURNEY: That's correct.

MR, LOHAUS: That's correct, yes.

DR. W LLIAMSON: And just so everyone understands,
the trai ning and experience requirenents are |level B

MR, LOHAUS: That's correct. They could not be
nore restrictive, under the designation that's been
assi gned.

DR. CERQUERIA: Is that true?

MS. HANEY: Under the -- yes, that's true.

DR. CERQUERIA: It cannot be nore restrictive.

MS. HANEY: | n training.

MR. LOHAUS: That's correct.

MS. HANEY: But realize there is that three-year
gap where we could have differences.

MR, LOHAUS: | apologize. | talked about the
category C, which is a different |level, but sonme of the
requi renents are category C, but training and experience is
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a category B, which has to be essentially identical. They
cannot be nore restrictive.

DR. NAG Now, that brings up a second question.
You say category B can't be nore restrictive, it can't be
| ess restrictive.

So if --

MR. LOHAUS: Neither. It can be neither

DR. CERQUERI A: Well, thank you very much. It's
very useful. We should go on.

MR, AYRES: | would rmake a quick comment. Sone of
you nmay have mssed it, but | passed out the definitions of
conpatibility levels in the earlier package this norning,
off of the state program web site. They're in that earlier
package this norning.

DR. CERQUERIA: Great. M. Jones, M. Ayres, if
we coul d hear about the board process.

MR. JONES: |'mgoing to give you an overview of
NRC s new process regardi ng recogni zi ng boards.

"Il be going over the first four bullets up here
and Dr. Ayres will go over the last bullet. The last bullet
will get into actual inplenmentation questions that's conme in
from the boards.

I know, Dr. Nag, you have a question and wil |l
address it now regarding the T&E. So we really want to get
the ACMUI input on these questions that's conme in fromthe
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boards. So | will go rather quickly through the first four
to allow Dr. Ayres tine.

The NRC sent letters out to the boards on June 22,
2000, to these boards here. Al of these boards are
currently listed in Part 35.

The letters informed the existing boards that are
listed in the regulations that NRC i ntended to change its
process -- first of all, that the regulations in the revised
rule would no longer |ist specific boards.

Therefore, if they wanted to be listed, they would
have to specifically cone in to NRC and request for
recognition. And we say that we intended to start this
process i mediately and we | aid out what they needed to do
to be recognized.

In this letter, we sent the draft final rule |anguage to the
boards, so they could review it and determ ne which areas of
the regul ati ons they wanted to be recogni zed.

In addition to the letters to the boards, we also
have a Federal Register notice that was published Novenber
the 2nd, which essentially says the sanme thing the boards
letters say.

And once we determ ne that we're going to
recogni ze a board, we're going to set up a web site, the NRC
web site, and it will have all the boards that NRC
recogni zes on that web site.



ONO O WNPE

78

The responses that we received fromthe letters
that we sent to the boards, two boards have cone in and said
that they would |ike to be recognized by the NRC as neeting
the trai ning and experience requirenents in the draft fina
rule, and they were the American Board of Nucl ear Medicine
and the Board of Pharmaceutical Specialties.

The Anerican Board of Nuclear Medicine is
requesting recognition for essentially 35.190, 290, 390, 392
and 394, essentially all of the unsealed categories. And we
woul d I'ike to know basically if the ACMJl has any conments
on this request for recognition.

DR. CERQUERI A: So are you asking for approval of

MR, JONES: No, we're not asking for approval.
We're just asking if you have any comrents regarding this
board and NRC recognizing all these training and experience
requi renents.

MS. HANEY: Let nme back up with just a little bit
of information. How we're handling the board recognition is
al nost a self-certification sort of process. Over the |ast
three years, we've talked a | ot about what we're going to
| ook at and what we need and what | evel NRC shoul d get
i nvol ved, and the decision was made that we would really go
with just the boards giving a self-certification that in
order to sit for that board, that you would have at |east
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had the training equival ence of what we call the alternative
pat hway.

So just to use the Anerican Board of Nucl ear
Medi ci ne as an exanple, in this case, by themconing in with
this letter and asking for recognition under these
particular itenms and with it being signed by a
representative of the organization, what they are telling us
is that if they had an individual that sat for one of their
boards and was certified, that that individual would have
had the training in each one of these categories.

So for exanple, under 290, the individual would
have at | east had 700 hours of training of clinical or
experience and didactic training and that they were
obvi ously a physician and that there was a preceptorship
i nvol ved and the preceptor is saying when they nom nate the
-- when they get to the point of taking the board, that from
the preceptor's opinion, that this individual is capable of
functioning as an authorized user for use of unseal ed
mat eri al s for diagnostic.

And you can use a similar exanple in whether it's
392 or 394, when we get into the therapy areas, which we
won't get today.

But that's what's behind this. That's what that
means. One of the things that we did put in the statenments
of consideration for the rule is that as these boards cane
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up, we would discuss it with the ACMJ. So we are not
asking for a formal reconmmendation fromthe committee. This
is merely part of our exchange of information between NRC
staff and the ACMJl and if -- and we're working through
this.

| mean, this is a kickoff for us, also, that if
there are things that you need to -- we should be thinking
about, that's what we're | ooking for by this presentation.

DR. CERQUERI A: So do they provide a list of the
eligibility requirements for the people?

M5. HANEY: No. W did not ask for that. W are
going -- it's strictly the self-certification and we are
assum ng that Dr. van Heardom when he sent that letter in,
that the organi zati on has done that and in good faith, they
believe that their requirenments, eligibility requirenents
neet the alternative pathway.

MR, JONES: It is pretty much a
self-certification. | nmean, the Federal Register notice has
the regulations in there, they read the regul ati ons,
deternmi ne which section of the regulations that they want
their board to be recognized in, and essentially send us a
letter back stating that and have it dated and signed.

DR. NAG There are two conponents to the therapy
part. One is administration of the radi onuclide, which you
have trai ning of X hours and you can adm nister the
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radi onucl i des.

The second conponent is the training of the
di sease process and |' m wonderi ng when we naede this
regul ation or drafted the regulation, do you take into
account that a person can take different conditions, a
radi ati on oncol ogi st can prescri be, that yet this person
needs this therapy and then a nuclear -- sonmeone who has had
training in the delivery of the unseal ed sources can deliver
that, whereas you can take it another way, that the sane
person who had been certified can al so di agnose, as well as
del i ver the isotope.

| nean, are these two processes taken separately
or how do you inmplement? It's mainly a clarification. How
do you inplenment this?

MS. HANEY: From NRC s standpoint, we are only
focusing on the safe handling of the material. W are not
-- we do not want to cross into the bounds of is this the
right treatnent for this patient. W're staying apart from

that. It was fairly easy over the last three years to focus
on radiation safety for the unsealed uses and that's why the
requirenents are -- if you | ook at the diagnostic versus

t her apeuti c.

You see a different approach and a way to handling
them When we ran into the oncology area, it becane very
hard to separate clinical conpetency and radiation safety.
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So there is -- you know, one could argue that
maybe we're right in the gray zone there when you | ook at
the requirenments for an oncol ogist, but it would seemthat

you just couldn't separate themin this area. |In the
di agnostic area, it was a little bit easier to do that.
So the questions that you're asking are really -- the

answers are inherent in the rule text right now, how we've
deci ded what the appropriate requirenents are for the user

DR. CERQUERI A: W basically tried to take the
radi ati on safety, which is what this committee and the NRC
is dealing with fromthe practice of nedicine, which is sone
of the decisions about which test is appropriate for --
al t hough sone of that is inplicit in the training, but it's
certainly nedical practices.

Dr. Alazraki, did you have a comment ?

DR. ALAZRAKI: Yes. Well, | think it's pretty
obvious. |If you | ook at the ABNM requirenents, to sit for
their exam they exceed by sonething |ike 30 tinmes the
requi renents that the NRC has. So there's no di scussion
here, | don't think, on this.

DR. CERQUERI A: Good. Lou?

DR. WAGNER: The only coment | would nake is that
you could have a circunstance where boards someti mes change
their requirenments. They're not exactly fixed one day and
then in perpetuity. They can change.
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Do you have any ideas on how often they should
renew these statenents? Are we going to renew them every
five years, every ten years or every year or every nonth or
what ?

MS. HANEY: | guess | hadn't really though -- |
can't the use we haven't thought, but | haven't really
t hought about that.

I would say, | nmean, it's a good point and we
probably, as part of this inplenmentation plan, come up with
some type of idea of how frequently. | would think at no

nore frequently than two years, but | think that's where you
all who are dealing nore with the boards and how t hey change
their eligibility requirements nore than | am is two years
good, is five years.

DR. WAGNER: That would be fine with ne. | don't
think it's a big deal, but it's a matter that -- of course
the maj or boards, they're not going to have any problem but
some of the -- we don't know exactly how this process is

going to go, but you nmay conme up with some m nor boards who
don't neet these criteria or mght change their criteria
over tine and you've got to be careful about that.

MS. HANEY: | think that's a great point.

MR, AYRES: | recently got tasked with the
i mpl ementation. M suggestion would be, in the letter back
to the board, recognizing them that we indicate in that
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letter that we wish to be notified anytine their board
trai ning and experience requirenents change. So we could
revi ew those changes. That would seemto be a reasonabl e
mechani sm

MR, GRAHAM Only as it relates to radiation
safety, though.

DR. W LLIAMSON: Well, that's not true. There's
al so requirenments for experience with a certain nunber of
cases, which are included in there, and --

MR. GRAHAM As is germane to radiation safety.

MS. HANEY: | think probably the better thing to
dois if it would -- if -- focus it nore back to our
regulations. |If you would -- if any change in your

eligibility requirements would affect the fat that you have
this as a bare mninmum then you need to tell us.

MR, AYRES: O if they have a question

DR. CERQUERI A: John?

MR, GRAHAM  Just one process question
Rhetorically speaking, if they had put 35.490 in there, how
do you go through and review whether it's uses that have any
rel ationship to a sub-specialty or a specialty board?
mean, if you had a group that tosses in brachytherapy, but
there doesn't appear to be any reason to -- test of
reasonabl eness that would indicate that they have much
experience in that, how do you review that?
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MS. HANEY: We could go back and ask additiona
questions, if we had to. | nean, with the |arger boards, |
think it's a non-issue. | think when we get into sone of
the small er boards --

MR. CGRAHAM  The snaller boards |'mworried about.

MS. HANEY: That we m ght have nore questions and
things like that. And one of the reasons for comng to the
ACMJI and just discussing this is if there is sonething that
we missed -- | nean, if ABNM stuck up there 490 or 690, we
woul d have questioned that right off the bat. But there may
be sone other subtleties with other boards where we need
nore input from you.

In other words, this is an easy one. Wit till
six nonths from now when we're back

DR. CERQUERI A: | woul d suggest that in the
future, if you want us to comment specifically on a board,
it would be useful to have a listing of their eligibility
requi renents, as well as the hours that we've put into the
gui delines. That certainly would help us to give very
speci fic information.

DR. ALAZRAKI: And the NRC doesn't have to request
that fromthe board. 1It's published nmaterial

MS. HANEY: That's a good point. W can get it
probably off web sites and things.

DR. CERQUERI A: Dr. Di anond?
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DR. DIAMOND: |'d just like to state that
according to the regul ations, as they are now proposed, |
have no problem | think it's wholly appropriate for the

Ameri can Board of Nucl ear Medicine to be recogni zed by NRC.

| also think that it's a smart idea, as you point
out, to separate this differential in handling safety and
conpet ency, because for NRCto get into that is a difficult
t ask.

However, there are occasi ons where that
differential blurs and I will hope that the respective
soci eties do go and recogni ze scope of practices that the
i ndi vi dual physicians should recogni zes. For exanple, there
is a big difference between being able to safely handl e 250
mllicurie of 1-131, which is actually a fairly easy task,
and then being able to safely deliver that, for exanple, to
a child with wi despread thyroid carcinoma.

And what you may have is, in certain
ci rcunstances, individuals with very, very limted training
adm nistering this. Now, again, you're trying to get out of
the clinical conpetency issue, but what you nmay end up doing
is developing a public safety issue or a patient safety
i ssue, whereby patients get hurt or killed.

So | would like to very strongly stress that there
are circunstances where that dichotony or that construct
where you separate conpetency in the clinic versus safe
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handling can be blurred and one of the npbst inportant areas
that | can think of offhand is the adnministration of very
hi gh adm ni stered activities of 1-131 by people who don't
have a | ot of experience doing it.

DR. CERQUERIA: W had a | ot of discussions about
this during the conmittee's sessions and we identified that
the fact that eligibility requirenents for credentialing at
hospi tal s have sone of that, professional nedical societies
have sonme role, so that there are other bodies out there
that deal with that.

DR. DIAMOND: | agree, and that's why | can sleep
wel | at night because | hope that the hospital privilege
committees and the respective societies do recognize that
just because you have the authorized ability to do sonething
does not necessarily mean that you should be doing it.

DR. CERQUERI A: Good point. Oher coments?

MR. JONES: And the other board that cane in was
the Board of Pharmaceutical Specialties, and they were
| ooking for recognition for 35.50 and 35. 55.

DR. CERQUERI A: Now, |I'm sort of struck by
pharmaceuti cal specialists, not radi opharmaceutica
specialists. Do they have sone specific training
requi rements for --

MS. SCHWARZ: Yes, they do. The Board of
Pharmaceuti cal Specialties essentially |licenses nany
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different specialties and one of themis nucl ear pharnacy.

DR. CERQUERI A: Ckay.

MS. SCHWARZ: So that is just one of the sub-specialties
that's |icensed.

DR. CERQUERI A: But, again, sort of getting back
to the point, if sonebody is board-certified by the
pharmaceuti cal specialist, does that nmean that they will
necessarily have had training in radiation?

MS. SCHWARZ: Yes. There are specific
requi renents for training, both didactic and experience, as
far as regulation for board certification.

MR, JONES: |In addition to the requests we got for
recognition, we had several letters here that are asking for
clarification of different parts of the training and

experience requirenents, and |I'Il turn it over to Dr. Bob
Ayres to go through those.
DR. AYRES: We'll swap places. |1'd like to start

off by qualifying ny remarks in a couple ways. One,
recently took on this task and Sam Jones did a |lot of the
background work. So if | get in trouble, hopefully he'l
help nme out here a little bit.

The other is | listed as NRC staff response.
That's just what it is. |It's staff like nyself and Sam s
view of this fromthe plain English reading of the
regul ations. It has not went through a concurrence process,
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nor through our CGeneral Counsel's office.

So it is not our -- the response |'mgiving on
these slides are not an official NRC response. These are --
I'"m going to be discussing issues where boards and/ or
menbers of boards have raised potential problens with the
boards conplying with our requirenents.

So what we -- we're going to address specifically
those raised in those five letters up there. The reason
put ADR after Wsconsin, it's an individual fromthe Mdica
Col | ege of W sconsin, the letter actually raising issues
relation to ABR board certification.

DR. CERQUERI A: Just to point out, he is Vice
Presi dent of the Anmerican Board of Radi ol ogy.

DR. AYRES: Yes. He didn't wite it in an
official capacity of the board. So we qualified that a
little bit.

The first letter was fromthe Anmerican Board of
Medi cal Physicists, and they sinply asked about any
deadlines or timefrane for subnmitting their certification
And there really is none. Wen they have supplied the
necessary information, it will then be listed on the NRC web
site, before, after or during the inplenentation of the
rule.

DR. CERQUERI A: Bob, just a point of
clarification. |In the old days, we had all those witten
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regs and everything. Now, the web site will suffice if
there's questions for individuals in terns of board
recognition. They could just go to the web site and that
will be --

DR. AYRES: That's the intent, yes. If it's
listed on the web site and the board and for what
recognitions will be listed on the web site

DR. CERQUERIA: Now, that's the intent. Do we
have any precedent for that within the NRC?

DR. AYRES: No, this is brand new. Cathy can junp
inif there -- | know of no conparable thing that we do
The cl osest that we get to that sort of thing under our
current process is our sealed source and device registry,
which carries a regul atory check-off inpact which is
mai nt ai ned in paper and on a web site.

That's the closest analogy | can cone up with.

DR. CERQUERIA: |I'd like to find out from Ruth.

Do you think the agreenment states would basically be willing
to take sort of web site listing of boards and if sonebody
provi des a board certification as bei ng adequate?

DR. McBURNEY: Yes.

DR. CERQUERI A: Okay. Good.

DR. AYRES: It was done, going way back in
hi story, to get out of | ocking ourselves into rul emaking to



ONO O WNPE

91

DR. CERQUERIA: | think it's totally appropriate
and there's a |lot of organizations that are doing that, but
| just -- for our users.

DR. AYRES: The next letter, like | said, cone
fromthe Anerican Board of Health Physics and their reading
of the regulations, if not always the letter, whether or not
that's sufficient for NRC to recogni ze the Anmerican Board of
Heal th Physics. | said nmedical physics and | nisstated,
it's Health Physics.

There really is a problemthere with the board
nmeeting the letter of the intent or letter of the
requi renents, NRC regul ation, and the next one, slide, goes
into some detail on that, as | recall
We set forth the requirenments, you have asked for this, so
this is the requirenments that are in question, which is one
year of full-time radiation safety experience under the
supervi sion of an individual identified as an RSO on a
Commi ssi on or agreenment state |icense.

And by the way, that was discussed a little
earlier and generally reciprocity is given between
aut hori zed user and authorized nedi cal physicist between
agreenent states and NRC.

One grants it, the others recognize it when they
nove. Anyway, they have to go through all those tasks and
the first issue was that the Anerican Board of Health
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Physi cs does not require one year of full-tinme radiation
saf ety experience under the supervision of an individua
identified as a radiation safety officer, that is authorized
to do work with sinilar types of material and uses.

The Heal th Physics Board's position was that they
don't require this. They have an alternative requirenent of
full-time practice of health physics for a nminimum of six
years. So they don't have the one year full-tinme use with
the simlar use and with under the supervision. So they
don't neet the exact, the precise requirenents of the
regul ati on.

DR. CERQUERI A: W have a question

DR. WAGNER: But it seens to ne that if they have
six years of practice, they have to be working under
sonmebody who has a license

MS. HANEY: Then the problemis you've got -- 1'I1
give you a real -- you've got a health physicist that has
spent six years in a nuclear power plant, decides to | eave
the nucl ear power plant and I want to be an RSO at a
hospital now. That's the issue here.

DR. VETTER: It doesn't denobnstrate any experience
i n medi cal

DR. AYRES: O it could be the RSO for a very
small |icensee that has -- that did not work under any
supervision. So | mssed on ny editing. The NRC staff
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position, which, as | said, is not an official NRC position,
but they don't neet the requirenents of the regul ation.

The supporting statenents for the final rule
states that the final rule requires that an RSO nust have
one year of full time radiation safety and experience with
simlar types of uses and material and the signed preceptor
statement, which the board does not require.

DR. CERQUERI A: But we have a question from Ruth.

DR. McBURNEY: Under those circumstances, | don't
think that any board certification for a radiation safety
of ficer would qualify.

DR. AYRES: | think you're correct.

DR. WLLIAMSON: |'mnot sure, but | think the
Ameri can Board of Medical Physics, nedical radiation safety
woul d satisfy it.

DR. AYRES: There is those pathways, too. Yes,
you may be right. W have a problemhere with a currently
recogni zed board that under the new Part 35 | ooks |ike they
don't neet the requirenents for recognition

DR. ALAZRAKI: One thing you might consider is if
you want to recognize a board and then qualify what
addi ti onal docunentation would need to acconpany that board

DR. AYRES: | think that requirenent would need to
be satisfied prior to recognition, in the inplenentation
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process.

MS. HANEY: Also, sonmething to keep in mnd, just
because we don't recognize the Anerican Board of Health
Physi cs doesn't nmean soneone can't be a radiation safety
officer. \What this -- there are two ways you can becone an
RSO or an aut horized what ever.

One of themis to cone in under the board route,
which is the easier way to do it, saves sone paperwork on
both sides, because -- and you can begin work i medi ately
and all you do is notify NRC that this person has started to
wor k for you.

The other way is to cone under the alternative
pat hway, which neans you submit a |license amendnent. So in
the case of -- if there is a board of sonmething that we
don't -- we decide not to recognize, it doesn't nean
everybody is out and all bets are off. Then they would just
come in with the anendnent. |It's really where you were
going, is the recognition was sonething extra.

It would just be we would tell our |icense
reviewers that when you see soneone conming in that's by the
Ameri can Board of Health Physics, just | ook to see that they
have provi ded extra docunmentation on this one year

So we're not asking people to junp through hoops
or saying people aren't qualified. It's just this short
easy -- the easy method might not work in this case.
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The other thing with the radiation safety officer
to keep in mind is that the RSO al ways requires an amendnent
to the license, except there's a little exception there with
what we've created as the tenporary RSO

So the fact that maybe the short sweet nethod
doesn't work for the RSO is not a big problem because you' ve
got to submit all your paperwork anyway.

DR. AYRES: And assuming this plays out this way,
that this board does not neet the requirenents and i s not
listed as qualified, it's not an inmedi ate probl em because
current RSCs are grandfathered under the new rule and there
are alternative pathways. And as you nentioned, it's
probably a |lot easier for a board to change its requirenents
than it is for a change in the rulemaking. So that option
exi sts for these boards.

DR. CERQUERI A: Let me make one conment. Cathy
has infornmed ne that our 11 to 12 presentations are
relatively brief, so we're going over knowi ngly. But, Dick,
I would Iike to hear your comments on this, since you're --

DR. VETTER: Sure. Thank you. | think the
probl em here is that there is a philosophical shift on the
part of the NRC as to what they expect from boards.

If you look at the m ssion of the boards, their
mssion is to certify, not to credential. So they certify
m ni mum conpet ency and they have never intended to get into
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the regul atory business of telling the regul ator whether or
not someone is qualified to be an RSO

Their position is they want to certify that a
person has the m ni num conpetency to be a good health
physi ci st or nedical health physicist or whatever it is.

Consequently, they are not set up to do what
you' ve asked themto do and they are struggling, both health
physi cs and nedi cal physics, the boards are struggling with
this, determ ning what direction they want to go.

DR. AYRES: | N nany cases, they satisfy that
requi renent and we're showi ng sone cases now where boards do
not .

DR. CERQUERI A: So we've got two fixes here. One
is that people do have an alternative way to becone
authorized radi ati on safety officers and al so the boards
t hensel ves nmay consider. | nean, the intent of the
requi renents was to nmake certain that at |east that one year
of training was done by sonebody who had all their
prerequi site know edge rather being all on the job
experi ence.

DR. AYRES: And the types of uses for which
they're going to exercise.

DR. CERQUERI A: Exactly. Yes.

DR. AYRES: And that's true of all of our training
and experience or all of our certification processes or



ONO O WNPE

97
credentialing has alternative pathways. The board
certification is sinply one of them

DR. WAGNER: So | presune what coul d happen is,
say, the Anerican Board of Health Physics coul d make nmaybe a
specialty under their boards and say, okay, you're certified
in Arerican Board of Health Physics, with specia
application in nmedical physics or sonmething of that nature,
and then they woul d say that sub-specialty would require
that these requirenents and, therefore, would neet it.

| nmean, they could do that, right?

DR. AYRES: O we could say that that board neets
all the requirenments except the one year of supervised
experience and they sinply provide the preceptor
certification that that's done and together with board
certification, establishes all the requirenents.

DR. CERQUERIA: W will have to be careful how we
do that. In theory, you could, but we have to nake certain
it really nmeets the | aw.

Di ck, do you have a comrent?

DR. AYRES: It's very early in the process.

DR. VETTER: Just two real quick things. | don't
think we want to be telling boards what they shoul d do.
That's nunber one.

DR. AYRES: W're not.

DR. VETTER: Well, | think -- well, if you tel
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the American Board of Health Physics that they should
certify in nmedical health physics, you're telling them what
to do.

DR. AYRES: No, we wouldn't tell themthat. |'m
just saying that they have the voluntary option on their own
totry to do sonething. That's all my point is.

DR. VETTER: Ckay. | see. Al right. Now, the
second thing is, | think the business Cathy nmentioned and
Bob menti oned about, okay, someone is board certified in
heal t h physics, but they don't have the one year experience
or the board didn't require that they signify they have one
year, certify they have one year
If that could be put in the guidance, that sonmeone who is
certified by American Board of Health Physics or Anmerican
Board of Medical Physics, and then they have to provide, in
the license application or whatever, provide that --

DR. AYRES: M ssing conponent.

DR. VETTER: -- missing conponent, that takes care
of it.

DR. CERQUERI A: That does. John?

MR, GRAHAM M question is a direct followup to
that. Reading paragraph A of 35.50, as it reads, it's is
certified by a specialty board whose certification process
i ncludes all of the requirements in paragraph B. And
agree with Richard's point. | don't think we want to get
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into where we're trying to direct boards that they need to
nodi fy the requirenents.

Then it goes on to say "and whose certification
has been recogni zed by the Comm ssion or," and then it's
everyt hi ng down bel ow.

Does this | anguage have to be changed to create a
third option, which is they are certified by a specialty
board whose certification process includes all of the
requi renents in paragraph B or they are certified by a
specialty board and they have docunented neeting the
requi renents that are not covered under section B?

M5. HANEY: No, | don't think we would need to do
that. | think you could handle it through the structure
that's set up there, through the |icense amendnent.

DR. AYRES: | think it's something willing to try
to do. | don't -- | amnot saying it's going to be
successful and trying to change the | anguage | think is not
an option.

DR. CERQUERI A: Certainly we're not going to
change Part 35 revision. So | think at |least for this
particul ar board, we really feel that it doesn't neet the
requi renents.

We can go on to the next one.

DR. AYRES: This is a continuation of the letter
fromthe Anerican Board of Health Physics. The second issue
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was that the American Board of Health Physics certification
does not require the witten certification. The first one
really addressed the year of specific experience, and
think we've already tal ked about this pretty well, unless
there's additional coments on this part.

DR. CERQUERI A: No.

DR. AYRES: |'Il try to step through this.

DR. CERQUERI A: Let's try to finish this at 11:30.

DR. AYRES: The next one conmes fromthe individua
fromthe University of Wsconsin, nore or |ess expressing
concerns relating to the Anerican Board of Radi ol ogy
certification process.

Again, with the radiation safety officer
regul ation in 35.50, which the one year of radiation safety
and experience under supervision, including the list of the
items A through G which you can certainly read for
yourself. And the first issue was the American Board of
Radi ol ogy wi shes to know whet her the educational and
clinical experience of a physicist eligible for
certification in the medical nuclear physics will be
interpreted by NRC as satisfying the requirenent for one
year of full-tinme radiation experience.

Their position was, in the letter, in this letter
fromthe representative, | guess you could say fromthe
board, that the educational requirenments for certification
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include all of the items in B.1.1, and the three years
clinical experience include all of the items in B.1.2. A and
A through G

So the three years clinical experience are
obt ai ned under the supervision of an RSO. However, the
experience is usually enbedded with the clinica
responsi bilities and extend beyond the specific RSO duties
and tal k about the strict interpretation of 35.50 would
imply that they would not satisfy the requirenment for one
year.

On our plain English reading of the rule, the
supporting -- and the supporting statenments fromthe fina
rule, that the final rule requires that an RSO nust have one
year of full-time radiation safety experience and sinilar
uses of materials and the signed preceptor statement that --
and this really isn't a change, that was the retained from
the previous rule, and that the three years of clinica
experience usually is enmbedded within the set of clinica
responsibilities and so forth, do not really neet the plain
Engli sh readi ng of that requirenent.

DR. ALAZRAKI: But wouldn't the question be do
they nmeet the intent?

DR. AYRES: No, they've got to neet the
requirenment.

DR. ALAZRAKI: Does it have to be one year non-stop
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full-time or why couldn't it be three years of part-tine?

DR. AYRES: | think they could neet the
requirenent if the RSO who was overseeing this work as a
preceptor provided the certification. Now, there is nothing
in the requirenment that says that they have to be one
conti nuous year, that I'maware of. It could be three
nonths in '97 and six nonths in '98 and three nmonths in '99.

DR ALAZRAKI: Ckay.

DR. AYRES: O sonething like that.

DR. CERQUERI A: Dr. Nag?

DR. NAG First of all, that letter that was sent
to you, it did say that he is the Vice President of the ABR
So he is giving it to you as an officer of ABR, the
statement. But nore inportant than that, | think, is the
fact that we have to recogni ze the overlap of the training.

For exanple, when |'m doing one thing, |'d say
that | had three nonths rotation in brachytherapy and three
months in external beam It's really hard to differentiate
t hat .

Simlarly, it's very hard to differentiate know ng
what my apprentice does that | cannot say that this portion
of his training was supervising all this old stuff and this
portion was in calculation of the -- so it's really heard to
define that differentiation, to differentiate that.

I think if someone had three years of training as
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a medi cal physicist, that training enconpasses all the
things you are required to know in radi ation safety and that
itself should qualify.

DR. CERQUERIA: It should neet the intent, if not
the specific one year sort of continuous requirenment. Jeff?

DR. WLLIAMSON: | have a big concern with the way
you're interpreting this. As | understand your
interpretation, you are basically saying that to qualify,
the board, any board, has to basically require that the
i ndi vidual be directly supervised for the equival ent of one
year by the safety officer doing only these things.

You're going to create a manpower crisis that
you' ve never seen before. Basically, nobody will satisfy
this, except those individuals who have worked directly
under the supervision of a radiation safety officer

DR. AYRES: Unfortunately, the rule says --

DR WLLIAMSON: Can | finish?

DR. AYRES: -- what the rul e says.
DR. CERQUERI A: But it says one year and if you do
that over the -- if you have the one year content over the

course of three years, then you really nmeet the intent.
DR. WLLIAMSON: That's not the issue. Let ne
finish.
DR. AYRES: Jeff is raising a definition variance.
DR. WLLIAMSON: | think this hinges on the



ONO O WNPE

104
interpretation of the word supervised, under the supervision
of a radiation safety officer |icensed by such and such and
i nvolving, the word is involving.

So | think the intent -- | know, because we
di scussed it many tines here, was we fully recognized this
was enbedded in a matrix of larger clinical duties within a
medi cal center and that's why the word involving didn't nmean
that 100 percent of the one year experience would be
exhausted by receiving packages.

I think you could nmake the case that al nbst nobody
woul d satisfy that requirement. That's ny interpretation of
the worl d invol ving.

It means that that's an integral part of that one

year of experience. And | think supervision may nmean -- has
to be interpreted to allow for different |evels of
supervi sed experience. In sone sense, the RSO directly

supervi ses everybody that is involved in the handling of
sources, but, in fact, the trainee may be reporting to the
chi ef nmedi cal physicist and not directly to the RSO

DR. AYRES: Well, | think there's two issues here.
One, you're talking a little bit about neeting the training
and experience requirenents, not the board certification
process.

DR. WLLIAMSON: No. I'mtrying to defend the --

DR. AYRES: |In other words, the board does not
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require this.

DR. W LLI AMSON: Let ne step backwards. | guess
what | amtrying to defend is that the training and
experience requirenents of, for exanple, the American Board
of Radi ol ogy for therapeutic radiol ogical physicists and the
requi renents for American Board of Medical Physics for
medi cal radiation safety and radi ati on oncol ogy physicists
do, in fact, neet the intent of this regulation

DR. AYRES: Well, basically, we're asking the
board to certify that they meet the regulation. Now,
grant you, there's training and experience alternative and
you can certainly conceive of radiation or medical physics
trai ning prograns where the nedi cal physicist would never be
i nvol ved in shipping, receiving and the necessary arcania
that go with that.

| think the bottomline is the radiation safety
officer, as a preceptor, is naking a certification. |If
that's done -- but | don't think that -- what ABR is saying
is they don't have that as part of their board certification
requi renents, and | can conpl etely understand why, and
therefore, they do not nmeet a requirenent set forth in
35. 50.

That's where we're at.

DR. CERQUERI A: Dick?

DR. VETTER: | agree with Jeff. | don't think
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anybody is going to neet this requirenment.

DR. AYRES: | don't disagree with that.

DR. W LLIAMSON: But | think this goes against the
intent that --

DR. NAG | think what we have to do, one of the
intents of the NRC to make things sinpler and not nake
things more difficult, and, therefore, the intent is
sonmet hing we have to look for. W want to help preserve the
safety of the public. That's the forenost. |f soneone had
the training without saying that one year with direct
supervi sion, but had received all that know edge, that is
what we want.

So if they can say that the intent was fulfilled,

t hat shoul d be enough.

DR. AYRES: And unfortunately, that position is
not even dealt with in where intent is often addressed in
the statenents of consideration.

DR. CERQUERI A: Ni ki ?

MS. HOBSON: | understand what he's saying, that
the board certification doesn't specifically require these
things and -- but that doesn't preclude these people from
still qualifying as radiation safety officers.

DR. AYRES: No, not at all, but it does preclude
them from qualifying as radi ati on safety officers purely on
the basis of the board certification.
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DR. CERQUERI A: John?

MR, GRAHAM | guess | just want to clarify what
Cathy -- ny understanding is that if sonmebody had the ABR
and then soneone is willing to sign the certification, they
could -- they would neet all the requirenments for RSO
That's howit's going to be witten in the guidance. So the
i ntent of what we hamered on for two years is still in
here.

MS. HANEY: Yes.

MR, GRAHAM It's just takes those two things
t oget her.

MS. HANEY: It's just how you get there.

DR. AYRES: The sinple board certification, in and
of itself, doesn't appear to work and the board is
recogni zi ng that and raising the issue.

Continuing on with the ABR letter --

DR. CERQUERI A: Bob, we're going to have to wrap
up in about four or five nminutes.

DR. AYRES: Okay. | will make it real sinple
The issue, if a physicist certification for all the
specialties and it applies across the board to authorized
users, too, you can conceive -- | think it's fairly
reasonabl e to recognize that if you sumtogether Parts 400
and 600, that not all nedical physicists nor authorized
users are going to get training in all of it, in mnua
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brachyt herapy, renote afterl oaders, teletherapy, and, in
particul ar, gamma knife. The gamm knife is probably the
real -- the Lexel steriotactic radiosurgery unit, otherw se
known as a ganma knife, is probably a place where a | ot of
nmedi cal physicists and/or authorized users woul d have no
experience and it's not incorporated in the board
certification process.

The way | would envision this playing out, on a
first look, is that board certification such as by nedica
physi cs and the ABR and those sort of things, would be
qualified. A board certification would establish
credentialing for a nedical physicist and authorized users
in 35.400 and 35.600, teletherapy and renote afterl oading
brachyt herapy, but not, because it's not part of the
certification process or training and experience,
steriotactic radiosurgery and they could cone back in with
the trai ning and experience and proctoring statenment and add
that as appropriate.

What |'m saying is the board certification process
doesn't enconpass all of the specialties contained in 600 in
particul ar, bottomline.

DR. CERQUERI A: Jeff, any comments?

DR. WLLIAMSON: | think this really is 180
degrees away fromthe intent of recognizing board
certification as a basic credential for being an authorized



ONO O WNPE

109
user and aut horized nedi cal physicist or an RSO

The idea was to establish a sort of core
conpetency that would allow the person to conpetently
practi ce whatever nodality conmes al ong.

So for exanple, a radiation oncol ogi st woul d not
be disqualified frompracticing intervascul ar brachytherapy
automatically because that was not included in his residency
training. | think that would be wong.

Let me finish, before you interrupt.

DR. AYRES: No, | was thinking.

DR. WLLIAMSON: So | think the idea is that board
certification provides the sort of intellectual franmework
and matrix of experience that allows the professional to
I earn as new nodalities becone avail able and practice them
safely. That's the idea of being a physician or a
physicist, is that it's a sort of a portabl e expandabl e set
of skills.

And now you're sort of nmaking this very nitpicky.

I think this goes against conpletely the philosophy that was
articulated first thing this norning.

DR. AYRES: Well, | don't want to argue with you
on intervascul ar brachytherapy, or brachytherapy is
brachytherapy, I'll say. But unfortunately, the regulation

calls out training and experience in each one of those
speci fic areas, and what |'msaying, it's looking like the
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boards are going to have problens certifying that they
provi de training and experience in each one of those
speci fied areas, which is brachytherapy, teletherapy and, in
particul ar, steriotactic radi osurgery.

DR. NAG | think | need to take the floor here
It is very, very inmportant to recognize that there is an
overfl ow of know edge from one section to the other. For
exanpl e, for the radiation oncology, there are five sections
that they are involved in. That is 390, unseal ed isotopes;
392, sodiumiodide less than 33 mllicuries; 394, sodium
i odide nore than 33 mllicurie; 490, manual brachytherapy;
491, strontium and 690, renote afterl oader tel etherapy, et
cetera.

What we have to recognize is each of those
sections, | think the rule as it is witten nakes sense.
However, if you are to say that each of those sections have
to be done separately, you have to add up all those hours,
that is not enough hours in any training programto ever
qualify that.

But it is not needed because once you |earn the
physi cs of one section, that overflows into the other
section. This can be elimnated sinply by saying that it's
the total number of hours, not number of hours in each
secti on.

If you have 700 hours of training and that 700



ONO O WNPE

111
hours enconpassed each of these sections, that should be
able to qualify. That's one problemthat | think we have to
clarify or we have to wite it in or nodify it so that it is
clear to everybody that we are not asking 700 hours on each
of those sections.

And the second thing is you can have peopl e who

have had all the training, but not separate -- who are not
practicing all day. They may not be board certified, but
they -- they will not now qualify.

DR. CERQUERI A: They could be by the hourly
experience, couldn't they?

DR. AYRES: That's the current slide, that's the
next question up

DR. NAG And the other thing is for the use of
Cobal t-60 tel etherapy, many institutions are now not having
Cobal t-60. However, the operation of Cobalt-60, you need to
have the know edge of teletherapy and npst institutions are
now having tel etherapy with |linear accelerator, which is not
covered by the NRC.

So you can have a fully trained radiation
oncol ogi st, trained on the linear accel erator, who can use
t hat Cobalt-60, but did not have Cobalt-60 in that training
program and they finish that training, they are now board
certified, they go out to a smaller community hospital and
now t hey cannot practice nedicine at all because they did
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not have 500 hours of Cobalt-60.

So | think before this regulation goes out, we
have to --

DR. CERQUERI A: Well we can't change the
regul ati on.

DR. NAG No, we are not changing. W have --

DR. CERQUERI A: The interpretation

DR. NAG The interpretation of that.

DR. CERQUERIA: O how we deal with the boards.

DR. W LLIAMSON: | think sonmething has to be done.
This is very serious. | think this will all grind to a halt
if sonething is not done about these interpretations.

MS. HANEY: Well, | think there are sone things
that we can still nodify in the statenents of consideration
I think what we need to do is nmake sure we keep a conmon
sense approach to this and, as you said, not make it nore
difficult than what it needs to be.

But | think the issue that Dr. Nag is bringing up
about it doesn't have to be 700 hours in everything, there
is sone overlap between the training, just as there is
overlap between the training for a brachytherapy user, as
wel |l as one that's using an HDR

So | think that commn sense needs to be appli ed.
The decay formula is the same decay fornula whether you're
in 100 or whether you're in 600. So you don't need to hear



ONO O WNPE

113
that six different tines.

So that's the commn sense aspect that | think
needs to be sure that it's applied.

To go to your |inear accel erator exanple, where
you're learning howto treat, if you go to a tel etherapy
unit, that one is a little bit harder, because probably 90
percent of the information they have, and it woul d be
adequate, but there is that ten percent know edge about
knowi ng how to handl e a seal ed source that they're not going
to have.

DR. NAG But you don't need 500 separate hours.

MS. HANEY: Exactly. That's the commpn sense
aspect that needs to be used here.

DR. AYRES: Both of those are issues we had the
earlier slide on, the additive hours, and Cathy was talking
about she really was dealing with the 200 hour training and
experience. |If the user wanted to do 390, 490 and 690 -- or
300, 400 and 600, it |ooks like the 500 hours are additive
and conme up to the total of 1,500, because the training and
experience requirenents are conpletely different for those
t hr ee.

And we talked prelimnarily with our genera
counsel, who was in general agreement. |'mnot saying it's
right, but froma plain English reading of the rule, it
| ooks like that works out that way.
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Now, how it will s hake it out in the end, | don't
know.

M5. HANEY: Well, for the sake of tine, | think
it's probably sonmething that maybe this is ongoing
di scussi on.

DR. DIAMOND: Cathy, | think this could be
addressed very easily in a guidance docunent, if we just
insert the word concurrent. That's the very sinple phrase.

MS. HANEY: |'Il tell you, the problemis, and we
can insert words as we need, it's not -- | don't want to say
totally concurrent, because there is not 100 percent overlap
between all the trainings. There are sone things when you
tal k about handling unseal ed material versus seal ed.

It's not as inportant that an -- take this with a
grain of salt. [It's not as inportant that an oncol ogi st
know how to clean up a spill of 1-131, if they're only

dealing with HDR units. So you may not have had t hat
traini ng.

So if you all of a sudden wanted to become a user
of 35.300 material, you mght need an extra hour of

training. | mean, you don't need an extra 700 hours, but
you night need an extra hour
DR. DI AMOND: | wunderstand that. | understand

that, but what |'msaying is now that these rules have been
promul gat ed, how can we go and address these very inportant
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concerns in an efficient manner and perhaps some type of
gui dance al ong these lines would be sufficient.

MS. HANEY: And that can be done through the
statenments of consideration.

DR. AYRES: What we're doing here is pointing out
the areas of concern that have been identified by the boards
al ready and they are legitimte areas of concern.

DR. CERQUERI A: One final comment from John, and
guess Ni ki .

MS. HOBSON: |I'mlistening to this and | really am
getting concerned that if there is a literal interpretation
very stringent interpretation such as M. Ayres is givVing
us, that cancer patients, other kinds of patients are going
to go without needed nedi cal procedures because there's not
goi ng to be enough people out there to do them

And the patient is the npst inportant person, in
my opinion, in this whole thing. So |I don't know how to
resolve this technically, but |'msaying nmake it work so
that the patient gets the needed treatnent.

DR. AYRES: And, again, it's not an i medi ate
probl em because of the grandfathering.

DR. CERQUERI A: And, again, a lot of this deals
with the radiation safety, but institutions are going to
have sone requirenents in place in terns of what people can
do relative to all these treatnents.
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I think, John, one |ast comment and then we'll go
on.

MR, GRAHAM And | think it's followi ng up on
Jeff's. | think as we've discussed it for a couple years,
whet her you've net the intent of the training requirenent,
if | were the risk nanager for any of these boards, | would
probably send you a letter saying | don't know if we conply,
because | don't want the exposure that |'ve beconme a
qgquasi -regul atory body.

' mamazed that anybody has been willing to go in
writing saying we conply and we want to be identified that
way.

So as a general rule, | think you' re going to have
to deal with boards that conme back and say we provide al
this training, we're not sure if we're in conplete
conpliance with your rules, and that's the safest risk
managenent approach to take.

So you're going to have to have gui dance that
dovetails that in and identifies discretely that if there
appear to be missing elenents, there is a sinple way to get
t hat docunented, so you're not going redundantly back
t hrough hundreds of hours of training.

DR. CERQUERI A: Exactly. | think the intent of
the comrittee was basically to not necessarily a litera
interpretation, but looking at the intent and certainly sone
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of the gui dance docunents could deal with sonme of these
specificities.

DR. AYRES: | think this was addressed nuch better
in 100, 200 and 300, where training was recogni zed on down
and there's "or" and that sort of thing were put in. That
| anguage seens fairly clear and crediting experience on one
| evel at other |evel.

That same | anguage was not incorporated in the
400, 500 and 600 portions of the rule.

DR. WLLIAMSON: To summarize, that this
conversation or discussion we've had indicates that board
certification is now conpletely discredited as a nethod of
qual i fying for any of these things.

DR. CERQUERI A: Dr. Nag, l|ast comrent, and then we
need to nove on.

DR. NAG One comment. That is, these rules are
going to be in force forever or for a long tine and we may
not be here. And the problemis that if we do not wite it
in away that it's not open to msinterpretation, tonorrow
it can be misinterpreted.

Today we are saying, well, you can have
concurrent, you only need a few extra hours, if you al ready
know al | about brachytherapy, seal ed source, you need a few
extra hours to | earn about unseal ed sources, if you need to
know about the |inear accelerator, you need a few hours to
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| earn about handling of Cobalt-60.

This is not clearly witten out. Tonorrow,
sonmeone else will be here and they can interpret this to
have a separate 500 hours on each of these things.

So | want this to be clearly witten so that there
is no anbiguity at all

DR. AYRES: The witing, as far as the rule has
gone, is finished. As Cathy said, there may be sonmething in
the interpretation and the statements of consideration

M5. HANEY: Rule text is fixed, but there are

still things we can put -- or at least let nme say | believe
there are things we can still --

DR. NAG | want that to be witten in, so that
it's not --

DR. CERQUERI A: |'m not sure you're going to be

able to get it witten into the docunment and the

prof essi onal societies had anple opportunities for the | ast
two and a half years to comment and so obviously, sone of
this is the wording nmay not have been as specific now when
we get down into the actual interpretation.

DR. AYRES: And one of the nore inportant
conponents, a final reading on this from our genera
counsel, it's not part of what | presented to you, and that
woul d be very inportant on exactly how these requirenents
get -- are applied.
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DR. CERQUERIA: | didn't --

DR. AYRES: Well, our general counsel has an awfu
ot to say about what the rule nmeans exactly and it's only
been di scussed in a general way with them and exactly how to
apply these requirements. There's no final -- |'m not
presenting any NRC final position on this whatsoever, just
some prelimnary thinking.

DR. CERQUERI A: That's sort of -- naybe we should
have had the counsel involved in all these neetings for the
| ast three years, because we've spent tine and conme up with

DR. AYRES: They have been.

DR. CERQUERI A: Well, not making direct conments
and supplying direct information.

DR. McBURNEY: The gui dance docunent still is to
be witten and although that doesn't carry the force of |aw
the way the rule does, still, if those who are inspecting or

interpreting what goes on in the real world use the gui dance
docunent, if that clarifies the intent --

MS. HANEY: We can al ways put out gui dance that
clarifies the intent and whether it goes into the statenents
of consideration or goes into the questions and answers that
Roberto tal ked about nmintaining on the web site, we can put
the things in docunentation.

The only issue right nowis where it would exist
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and | can't give you an answer to that right now, and sone

of these things we're able to correct. | think sonme of the
i ssues of concurrent training will be easy to address at
this point.

I"mnot sure sonme of the ones with the health
physi cs and the radiation safety officer, because | see the
one year of experience as a totally different issue.

So sone things we can fix, some things we won't,
but I think we're in a unique situation with this rule where
we're, to a certain extent, inplenenting it before it's even
been in the Federal Register

And with anything you wite, you see that there
are issues that cone up that you need to work on. So we can
fix nost of these, | think, or at |least work through them
but we're just bringing you in on the ground floor to |et
you know that there are sonme of these issues.

DR. AYRES: Exactly, the very early thinking, and
I think we'll probably be back here regularly and the next
step would be an official response to the board on the
position, which it will becone the NRC response, which has
been approved and run through our general counsel

DR. CERQUERIA: | think it would be inportant to
have counsel at the table in the future if these discussions
do cone up, to at least, if they have issues, it would be
better to identify these issues before the comrittee rather
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than at the tine of inplenmentation.

We really did promise, | believe, Dr. Van Decker
fromthe ACC and the Anerican Society of Nuclear Cardi ol ogy,
to make a comment relative to board certification, and we
shoul d do that and then go on to the next topic.

DR. VAN DECKER: Thank you for the opportunity to make a
brief cooment. |I'mBill Van Decker. |'mpart of the
faculty at MCP Hononmon University in Philadel phia, and |ong
i nvolved in a nuclear cardiology training program a nenber
of the Society of Nuclear Cardiology. | actually speak for
a couple of monments just on behalf of the certification
board for nucl ear cardi ol ogy.

| just wanted to say | thought the discussion in
the last 45 minutes was actually excellent and I was very
i npressed by taking a new |l ook at old things. Sonetines
some of the issues that conme up, and | think there was a | ot
of good and wel |l neani ng here.

We just wanted -- on behalf of the CBNC, we just
wanted to say thank you for the Novenber the 2nd, 2000
notice in the Federal Register opening up solicitation for
ot her nedi cal specialty boards for consideration.

The CBNC s requirenents to sit for that exam do
nmeet the imaging and | ocalization requirenments, as outlined
in 10 CFR 35, and we will be submitting such a application
and we thank you for that opportunity.
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We want to bring up the point that this highlights
the issue of the three year interlude between NRC states and
agreenent states. |If you don't force the Ievel B right
across the board early, you will then have physicians board
certified, potentially, that are a m x and match across
different states, which really confuses the issue quite a
bit.

So sone thought in that regard woul d be hel pful
And the last kind of tangential comrent | will rmake is that
if this body, which did such a great job of discussion a
nonment ago, is going to be the forethought for nobst of the
boards that conme through that have not been deenmed boards in
the past, then we need to nmake sure that representation of
everybody involved in the use of isotopes in nedica
practice is involved for the furthernent of patient good
down the |ine.

And | just wanted to thank all of you this norning
for the discussion and thank you for the opportunity to nmake
a short comment.

Thanks.

DR. CERQUERI A: Any questions for Dr. Van Decker.
If not, then we'll nobve on to the next topic, which really
relates to the NRC initiatives for risk-informed and
per formance- based. | apol ogi ze for having cut the tine, but

I couldn't exactly cut off the l|ast discussion that we had.
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So it will just cut into our lunch break
MR, KOKAJKO | think it's still nmorning, right?
My nanme is Lawrence KOKAJKO. |'mthe Section Chief for the

Ri sk Task Group, reporting directly to the Ofice Director
in the Ofice of Nuclear Material Safety and Safeguards.

I would Iike to give you just a brief background
on who we are and where we're going with all this, and
need to perhaps give you just a little nore background.

First of all, the risk task group itself is an
i nterdisciplinary group conposed of nenbers fromall four
maj or divisions within the Ofice of Nuclear Mterials
Safety and Safeguards. W have representatives from Fue
Cycl e Safety and Saf eguards, Division of Waste Managenent,

I ndustrial, Medical and Nucl ear Safety, as well as the Spent
Fuel Project Ofice.

The primary reason why we are here is that
SECY-99-100 proposed a franework for risk-infornmng the
regul ations within the materials and waste arena activities.
And in the SRMthat the Commi ssion provided to the staff,
they said we want you to try to devel op appropriate
mat eri al s and waste safety goals and use it an enhanced
partici patory process and, in fact, we had a two day
wor kshop in April in Bethesda and out of that workshop cane
an approach that we're going to talk about a little later on
thi s norning.



ONO O WNPE

124

We also rolled out our approach on Septenmber 21 to
our stakehol ders and they were pretty much in agreenent with
what we were trying to do.

Just to refresh you, in SECY-99-100, it identified
five major steps to risk-informmaterials and waste arena
activities. One was that we should identify those
applications and who is responsible, decide on howto nodify
t he approaches, change them as appropriate, inplenment them
and devel op or adapt risk-informed tools.

And the tools that I'mtal king about primarily are
i ntegrated safety assessnents, probabilistic risk
assessnents, hazard operations barrier analysis, and those
types of approaches.

And | have to tell you, if it looks like this
doesn't quite flow, that would be true, and the prinmary
reason is that the NMSS prograns start fromdifferent |evels
of risk information. The data and the tools are sonetines
| acki ng, in other places, they are much nore advanced.

For exanpl e, radioactive material transportation,
there's been a lot of risk assessnent techniques that have
been enmpl oyed in the past. |In other areas, such as uranium
recovery, there's been nuch |ess.

The risk task group has devel oped an operating
pl an and al though we primarily view ourselves as supporting
the third performance goal, which is naking our activities
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nore efficient, effective and realistic, inplicit in that is

that we will always nmintain safety and you will see that in
our screening criteria that | will talk about a little bit
later.

Qur activities and how we neet these perfornmance
goal are in three major areas. One is we're perform ng case
studi es which cane out of our workshop in April. W're also
doi ng training of NMSS staff and regional staff and we're
provi di ng assi stance to divisions.

The first thing | would like to talk about nore
full is our case studies. In order to develop this
framework, we've had to take a | ook at how we coul d go about
revi ewi ng past decisions in a systematic manner, and hence
we came up with this case study approach

And as | said, this did not come fromthe staff
itself. It came fromthe stakehol der workshop in April. In
fact, it was an external person that cane up with this
approach, and this was seconded by a nunber of nenbers of
the NMSS staff who were in attendance.

We're also following other activities, as well
such as activities going on in Research, the Internationa
Council of Radiation Protection, as well as the Nationa
Council, the National Acadeny of Sciences, and the EPA. W
recently are aware of sonme efforts that DOE and DOD are al so
doing and we're following them as well
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The case studies have two primary purposes, what
could be done to materials and waste arenas to make it nore
risk-informed and to establish this framework by testing the
draft screening criteria.

The case studies thenselves will cover a broad
spectrum of applications and material in the waste arenas.
This case study plan has been approved by the NMSS ri sk
steering group, and | have to tell you, this has got sone
chal | enges.

For instance, although we believe that safety
goals are feasible and we are taking a very positive
approach to that, we're not quite sure how they would tie to
a given particular application, and it's conplicated by who
is our target population that we're trying -- is it the
public or a subset of the public, is it the worker, is it
under accident or non-accident conditions.

And this is very different than the reactor safety
goal program which was primarily focused on | ow
probability, but high consequence reactor accident
conditions, and materials area has a nuch different focus.

The case study plan was presented to stakehol ders
on Septenber 21 and based on stakehol der conments, we
finalized the plan and it was issued on October 27, just
recently, and we have now started working on our case
studies this nonth.
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We will be providing results to the Comr ssion, as
well as interimstatus reports, over the next year or naybe
two years. One thing that | would |ike to point is we are
al so seeking early stakehol der invol vement on each case
study that we're going to do.

Anot her aspect of the case studies that | would
like to point out is that we have devel oped screening
criteria to figure out which approaches might be suitable
for risk-informing. The first four questions that we would
have to ask and we would have to get a yes answer to any of
the above, would it resolve a question of safety, would it
i mprove our efficiency or effectiveness, would it reduce
unnecessary regul atory burden, and would it help us to
comuni cate a regul atory decision or situation nore
effectively.

This does |look a lot |ike our performance goals in
our strategic plan.

The fifth one, do we have information or data that
suggest -- or analytical nmodels that suggest that we could
make a risk-inforned regulatory activity, are they of
sufficient quality. This is sonething that we are
struggling with now, is trying to deternine what is out
there for the given prograns in the materials and waste
arena activities.

The sixth one, can startup and i npl enmentation



ONO O WNPE

128
costs be reasonable. WE recognize that if we have to start
fromscratch in devel opi ng new nodel s, new techni ques, go
out and seek out data that has not been pulled together
before, it's going to create costs that we may not want to
i ncur.

And costs, by the way, nay be to the NRC, the
applicant or licensee, the public, and we would have to show
a net benefit. The final criteria cane fromthe NMSS risk

steering group in discussions with the -- also concerning
the risk-inforned regul ation inplenmentation plan, which was
just released to the Comm ssion, | believe that's
SECY- 00- 213

Do other factors exist which would preclude
changi ng the regul atory approach? It could be |egislative,
judicial or other adverse stakehol der reaction that would
say this may not be appropriate to consider further

We recogni ze that we have to do a balance that is
attendant to change. W have to recogni ze that we may not
be able to always want to go forward with sonmething for a
variety of reasons and if so, we have to take that into
consi derati on.

Qur eight selected areas right now that we're
going to start exploring whether or not we can test the
draft screening criteria and perhaps devel op sone draft
safety goals are in gas chromatographs, fixed gauges, site
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decommi ssi oni ng, urani um recovery, radioactive nateria
transportation, Part 76, which is primarily the GDPs,
gaseous diffusion plants, spent fuel interimstorage, and
the static elimnators.

These are not in any particular order and we are
taking a retrospective |l ook at our past decisions to try to
test the criteria, as well as see if there was an inherent
safety goal that was used to nmake the regul atory deci sion

I mght point out that | believe we're going to
start with gas chromatographs and fixed gauges and static
elimnators will be on the early ones done. W will also do
transportation in-house and | believe we're going to start
with a contractor with the site decomnr ssioning, probably
either later this nonth or early in Decenber.

DR. CERQUERI A: So no planned forays into nedica
applications. You don't feel that that's high risk enough?

MR. KOKAJKO:. Medical is an area that we did not

-- first of all, there was the SECY paper that was out and
the SRMwas, | think, being drafted at the tine we started
up a lot of this project and we felt that there was -- it

probably woul d not be prudent or reasonable to expect that
we could make a mmjor inpact in the nmedical area at this
time.

We t hought long and hard about it. Cathy may have
provi ded a different perspective, | think she was in the
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Commi ssion office during some of the Part 35 deliberations.
MS. HANEY: | think where Lawrence's group will
come into play, though, is they will be |ooking at changes
in inspection procedures and one of the things that we will
hear about tonorrow is sonme ongoing efforts to revise the

i nspection procedures for all material licensees and a | arge
conmponent of that is material |icensees.

And those revisions to the inspections procedures
will be to nake them nore risk-informed and
performance-based. So with that in nmind, Lawence's group
will be conming into play in helping with that.

So while superficially right nowit doesn't |ook
like Lawence's effort is touching nmedical, it wll

ultimately get into that area.

MR. KOKAJKO: The case studies that we have here,
we're tal king roughly a year, maybe a year and a hal f of
effort, for the nost part, and if we began to | ook at
medical, it would be probably after that point.

And by the way, | want to get to a third topic, |
said we were doing three things, case studies, training and
assi stance to divisions.

As things do cone up fromI|INMS on the nedical area
that they would like us to explore, we will take a | ook at
t hat .

I'"d like to briefly mention training. W are
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devel oping a class now with our contractor, which is Idaho
Nat i onal Engi neering and Environnental Laboratory, as wel
as our technical training center, to train staff on risk
activities in the materials and waste arenas.

We held the pilot in Septenmber and we hope to
i mpl ement the final version in Decenmber 2000. W had a
maj or review in October and we think the material is al npbst
t here.

This is -- we're trying to establish a culture
change within NMSS that risk-informng and ri sk assessnent
techni ques should be utilized nmore fully in our risk
managenent deci sion processes, and once again, we're | ooking
at across the spectrumof materials and waste prograns.

The final thing | would like to note is the
assistance that we're providing to other divisions, and this
list is growing. |In fact, it grewjust alittle bit before
| cane in this nmorning. W have revi ewed and conmented on
the Yucca Mountain review plan. W're |ooking at a petition
on irradiators right now W are also |ooking at the study
that relates to the Mallinckrodt | essons learned. It was an
i nspection issue, that Mallinckrodt had an over-exposure, |
believe. W also have a team nenmber on that |essons | earned
task force

We are assisting fuel cycle in the integrated
safety assessnment sunmary review of their -- at BWKT, which
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is a fuel cycle facility, fuel fabrication for Nava
reactors.

We are also nonitoring the spent fuel interim
storage probabilistic seisnmc hazards analysis for
i ndependent spent fuel storage installation designs. Al so,
we're nonitoring the dry cask storage probabilistic risk
assessnment that Research and Spent Fuel Project Ofice is
doi ng.

Monitoring the fuel cycle oversight program which
is primarily inspection focused, which is sinmilar to the
reactor program Recently, fuel cycle ahs come up with an
i ntegrated safety assessnment approach related to design
basis threat and adversary characteristics, we're | ooking at
that, as well, to assist themto nodify their technique.

Recently, the center has done a study on uranium
recovery in situ |l eaching, we're | ooking at that, and we're
considering -- and we're followi ng a bunch of other areas,
as wel | .

A couple of them recently, Yucca Muntain
proj ect, DOE has suggested that they may do a graded
approach for structures, systens and conponents, and we will
review that, as well as a couple of other things.

The final thing | would nention is we are visiting a nunber
of regulated entities to -- since we conme froma variety of
backgrounds, sort of informour own group about sonme of the
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other activities and one area we did visit just recently was
NI H, the radi opharmacy there and sonme of the other |ocales.
It was very interesting and | tried to make this as quick as
possi bl e.

DR. CERQUERI A: You did a great job. Thank you
very much. | think that the intent of this comrttee,
certainly inthe time |I've been on it, is |ooking at the
ri sk and perfornmance-based and | think it's been our feeling
that medical was relatively low risk and certainly the
revi sions have tried to incorporate that, and | think sone
of your case studies would probably help to reinforce that
in the future.

DR. DI AMOND: Can soneone here give ne a one
sentence definition of what risk-inforned means, when |I'm
asked this by ny constituents? Because | haven't heard it
yet. What does it nean?

DR. CERQUERI A: Cat hy?

MR, KOKAJKO It is programto -- | probably
woul dn't do much better with witing this down first, but
it's a programto try to use risk assessnent techniques to
identify vulnerabilities, such that we can apply our
resources in the best manner possible. It doesn't nean that
it is -- it does not substitute for risk managenent.

Ri sk managenent is another outgrowh entirely.

DR. CERQUERI A: | hope that answers your question
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Dr. Dianond. Should we go on to the next presentation? Any

ot her questions? | don't want to cut off discussion, but |
t hi nk people's stonmachs are putting pressure.

MR SMTH |I'mJimSnith, fromthe Ofice of
Nucl ear Materials Safety and Safeguards. |'mcurrently

attached to the risk task group, hopefully for a |long, |ong
time.

The topic that | wanted to tal k about was the high
| evel guidelines for performance-based activities. The
Commi ssi on white paper on risk-infornmed and
per f ormance- based regul ati ons asked that the staff devel op
approaches that could focus a regulatory framework on
performance-based activities rather than always using
prescriptive nodels.

The staff provided a paper to the Conmmi ssion in
99- 176 on pursuing performance-based initiatives. The
Conmmi ssion said, well, gee, why don't you come up with sone
hi gh | evel guidelines, so we have a consistent approach to
choosi ng these candi dates for performance-based activities.

So the staff devel oped a working group, which is
conprised of menmbers of OFfice of Research, NMSS, NRR, and
we had a staff nmenber fromRegion Il on that task group,

t oo.

We provided our draft guidelines that the working

group devel oped in the Federal Register notice and we held
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one facilitative workshop, where we invited nmenmbers of the
publi c.

We had a second workshop that was online, which
was a fairly new approach for us. W announced it in the
Federal Register and then we had fol ks sitting here manning
t el ephones, as well as conputer nonitors, while people sent
in conments.

One of the things that has confused fol ks at tines
is when we tal k about risk-informed and perfornance-based,
does one have to be one or the other or can it be a nixture
of both.

And we've conme up with a flow chart that we use
and | will try my best to explain it to you. W have a
nunber of inputs to our decisions to pursue any type of
regul atory activity. One could be operating experience. W
coul d have seen things in the field that tell us that we
need to do sonething to prevent sone activity from
occurring.

We coul d get Conmmission direction, if soneone
upstairs feels it's inportant we cover an issue. WE could
have stakehol der suggestions through the PRN process, or it
coul d be sonething one of our staff nmenmbers initiates.

At that point, we've got to decide on whether or
not we are going to nodify our regulatory framework and, if
so, how. | can't really read that one.
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DR. W LLIAMSON: Prioritization using NRC
per formance goal s.

MR, SMTH. At this point, we go through a
deci si on process, deternining whether or not it, A falls
through the screening criteria to make it risk-inforned.

Al so, we check what we call our high I evel guidelines, which
are nore or |ess considerations rather than screening
criteria.

| believe the exanple of the screening criteria,
you have a yes/no answer and if you hit a no anywhere al ong
the line, you boot yourself out.

The consi derations for our guidelines were nore or
| ess just that, considerations. You would |ook at them as
gui dance, but just because you answered no to any one
particul ar question, you don't automatically throw ourselves
out of the | oop.

We are assuming that folks with a fairly high
degree of experience in the area and good commopn sense will
be | ooking at the guidelines and applying themin that
sense.

After you conme through that, you nmake an option
you deci de how you want to do it. It could be a
ri sk-informed, performance-based, risk-inforned traditiona
approach, performance-based solely, or it could be any
nunber in the continuumin between those. W nay have
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certain parts of the regulation that would still be
prescriptive, certain parts that will be risk-inforned, sone
ri sk-informed and performance-based, and sone j ust
per f or mance- based.

DR. CERQUERI A: W have a question

DR. WLLIAMSON: | think it would be hel pful if
you gave a one-sentence description for all of us what
per f ormance- based neans, before you go on.

MR. SM TH: Performance-based is in lieu of a --
and this will be my description, my definition, not legally
bi ndi ng on the NRC. A performance-based initiative is one
where you're | ooking at the outconmes rather than the method
of getting there. | think in the nmedical regulations, an
exanpl e woul d be of a decay in storage requirenments, where,
in the past, we had a requirement that you hold the nmateria
for ten half-lives and then nmeasure it with a survey
i nstrument.

It's nmy understanding that's changed, so that now
there's no tinme limt, it's just the requirenment that you
check it to make sure the naterial is not above background.
That's a performance goal. W' re not stating how you get
there, we're just stating that we don't want it to be above
backgr ound.

At that point, we go back into our little |oop of
deci si on-nmaki ng, but | think that gets beyond where we need
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to be in this discussion.

We have a set of guidelines, there are four issues
that you have to look at. First, we look at it and see
whether it's a viable option. |s there nmeasurable
paraneters out there currently or can we devel op those? Are
there objective performance criteria? Can you | ook at a
survey meter, can you | ook at the nunmber of tinmes an
i nci dent happens, or is it something that's always going to
be subjective?

Also, we didn't want a failure, a perfornmance
paranmeter or sonething that would result in an inmediate

safety concern; i.e., we don't want to be counting dead
bodi es as the performance successes. |If it fails, you want
it to fail in an area that gives us an indication there's a

probl em but not result in somebody being injured or going
beyond our regul atory requirenents.

Al so, once you've checked through the viability
assessnent, if you determ ne that, yes, you can and, yes, no

one will get hurt if you do not neet these perfornmance
criteria, you have to | ook and see whether or not it really
makes a difference. 1s it feasible, but also does it make

sense? Are you actually going to give a net benefit to
anyone along the line?

If we change the regul ation, are we actually going
to cost people nore noney? Also, if you | ook at our
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performance goals, which are along the line of maintain
safety, we want to ensure that there is an adequate |evel of
safety for everyone. W want to increase public confidence,
i ncrease effectiveness, which, in a way, that's a way of
reduci ng the amount of noney that - |I'msorry?

DR. NAG Wth the feedback, |I'm having a problem
heari ng you. W need to do sonething about the feedback

MS. HANEY: Try the other mcrophone, try the one
next to you.

DR. NAG  You have to turn one of them off.

MR. SMTH: There are other issues that we | ook at
as far as --

MS. HANEY: You could conme sit in ny chair or cone
sit here.

MR, SMTH. That's okay. | need to be close to ny
notes. We have additional guidelines in the group
i ncluding the net benefit test, as | nentioned earlier, and,
al so, can we feasibly incorporate in our current regulation
process, is it sonething that we can do and inspect and
l'icense.

And the third is are the -- is there going to be
consi stency with our other regulation principles. There are
ot her issues that we | ook at besides whether or not it can
be perforned. There nmay be sone outside activities that are
being forced on us. So we may decide at that point that,



ONO O WNPE

140
yes, it can, it is viable, yes, there is a benefit, and
there could be some change, but there are other issues that
come into play that won't allow us to proceed with it.

Last, but not least, is what we're planning to do
in the future. This was provided to the Comi ssion recently
as an information paper, but we're planning to apply the
gui delines in ongoing and future approved rul emaki ng.

Now, what that neans is we're not going to
retrospectively go out and out and seek candi dates for
performance- based activities. As they cone along, as things
are provided to us through that initiation process, either
Commi ssi on, stakehol der input, staff input, events, we're
going to ook at them and the way we will do that is to
i mpl enment our guidelines into our normal regul atory
processes in the form of managenment directives, staff policy
and gui dance directives, et cetera.

Also, we're going to continue to report back to
t he Conmmi ssion on the results of our activities in the next
year. W're going to continue to look at the guidelines to
see whether or not they need to be nodified, if they're
ef fective or not.

That's about it.

DR. CERQUERI A: Any questions for Jin? | think
they're worried about lunch. |If there are no further
questions, | think we will adjourn until 1:10.
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[ Wher eupon, at
to reconvene at

12: 20 p. m,
1:16 p.m,

the neeting was
this same day.]
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AFTERNOON SESSI ON

[1:16 p.m]
DR. CERQUEIRA: | f everyone could take their
seats, we'll get started nmonentarily.
[ Pause. ]

I think we should start without Kathy.

DR. AYRES: That's all right. Wat |I'm planning
to talk about nowis licensing for intravascul ar
brachyt herapy, and |'ve broken it down into three
presentati ons, which neans |'ve got to pause and rel oad.

The first two are informational. |'mgoing to try
to step through themfairly quickly. |f anybody has any
guestions, stop ne.

There will be a little pause for bringing up the
next one. What |I'mgoing to do first is describe to you,
how we presently license for participation in trials.

Then 1'm going to present your experiences in
terms of misadm nistrations and events that we've observed
during the course of these trials, which provides, | think,
maybe some of the background with sone of the problem areas
with these -- potential problemareas with these systens
that we've seen in practice, if you will.

And then we'll nmove on to how we're really going
to license the routine use of this technol ogy.

DR. CERQUEI RA: Bob, just to sort of know how to
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schedule my tinme, how long do you think your presentation is
going to take?

DR. AYRES: |'mgoing to try and speed through the
first two. They're usually, I'd say, about five or ten
m nutes for the first one, and 15 for the second one, and
god only knows for the third one.

DR. CERQUEI RA: For the discussion, okay. Well
that's good, because we do need to have discussion on this,
and okay, great.

We do need to have discussion on this. Okay,

great.

DR. AYRES: | envision nost of the discussion
occurring in the third, and that's where |'ve prepared, but
I"'mw lling for anybody to interject into the first tw and

to have a question or sonething.

DR. CERQUEIRA: Sure. And then we have
presentations from outside people as well, too.

DR. AYRES: Okay.

DR. CERQUEI RA: Good.

DR. AYRES: All right, 1'll go ahead and get
nmoving on this, then. Like | said, this first one is on
what we're presently doing in license for the participation
intrials.

We actually published our guidance in an FDA
docunent which is nowreally outdated. 1'Il just note that.
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It was also a |later update to that that was done in a
i ntravascul ar conference presentation abstract, which is not
very well avail able.
As | said, it's become outdated, and if you have
access to Advances in Radiation Therapy, that's where that
was published in 1998.

Really, licensing is inportant on what class of
licensee we have. And the two mgjor classifications are, of
course, Type A, broad scope |licensees, nedical |icensees.

And they really, in nost cases, don't even have to
come into us to participate in these trials, because as
standard |icense conditions, they have the necessary
exenptions to our normal regulatory requirenments to
partici pate, that being the seal ed source and device revi ew
that exenpts them from 35.49(a), and they're exenpted from
the use requirenments set forth in 35.400.

So, broad scopes can pretty well nmove on ahead,
al t hough we' ve had probl ens, and that was addressed with an
I N awhi |l e back, about we're delegating the responsibility
for radiation safety to them by these exenpti ons, and
they're not picking up the gauntlet and ensuring that these
are using these in a safe manner

For limted specific |icensees, which are, of
course, the larger number of ours and Agreenent State
licensees thenselves -- and | should say that what |'m
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tal king about is the way that NRC does it.

The Agreenent States, many of them follow very
closely what they do; sone are nore restrictive; sone are
| ess.

So, you have to talk to your local friendly
Agreenment State to find out what differences there are.

Basically, we require all requests for
authorization to participate in these trials that conme into
the Regions, that they be submitted to headquarters for

review, and basically | |looked at these with six criteria:
First, that it had undergone a seal ed source and
devi ce eval uation and been registered in our registry. |If

it hadn't, we would not authorize it; we would not grant
exenptions to this requirenent.
The second one is that it had and FDA-approved

protocol. FDA has classified this as a high-risk human
trial, and therefore mandated the | DE process.
And so that was a regul atory checkoff that -- and

that al so satisfied our requirenent in 35.6 for the conduct
of human research, inforned consent, |RB approval, all of
t hose conponents.

And then the appropriately-qualified user
physi cian: Essentially that boiled down to 35.400, a
radi ati on oncol ogi st qualified in mnual brachytherapy, or
renote afterloading brachytherapy. 1'Il mention one place
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where we differed fromthat a little bit

Then we also, in these |DE processes, which the
FDA had reviewed quite thoroughly -- there was enbedded in
those, a nunber of radiation safety cormitnment. And so we
asked our licensees to extract those and subnmit those to us
in a separate docunent, because we could not incorporate by
reference, radiation safety comrtnents that were contained
within a confidential document, which an IDE is.

In some cases, these docunments restricted access
to confidential information, which we had the right for
access to under the Atomi c Energy Act, and just save a | ot
of wrangling. W made sure that we were included in the
list of agencies that had access to that information, if we
needed it.

And then the last one is not really a requirenent,
but a requirenent on our part to issue an exenption to 10
CFR 35.400 for the use of whatever source or system was
bei ng used for intravascul ar brachytherapy, because all of
our 35.400 uses are for the treatnent cancer and none for
beni gn di sease.

Wth regard to the new Part 35, that will change
it some, and that's been tal ked about quite a bit here. [|I'm
not going to go into that in any detail

The main thing is that it gives us a new way to
write these authorizations, 35.1000, the energing
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technol ogi es, and as intravascul ar brachytherapy i s not

addressed within the new Part 35, it will be viewed in npst
cases, if not all, as an energing technol ogy and handl ed
under that section. W'IlIl talk about that |ater, because

that's certainly inportant to the routine use
aut hori zati ons.

Under existing Part 35, the training and
experience requirenments for authorized users were pretty
much established by 940, which is, under the new Part 35, is
35.400. It's training and experience for manua
brachyt her apy.

Under the new Part 35, clearly sone of these
systems will be classified as renpte afterl oaders, and so
those that are mamnual afterloading devices would -- the
trai ning and experience would nmost |ikely come under 35. 490,
or be simlar to those. Using 35.1000, we're no | onger
bound to those training and experience requirenents, but if
they're appropriate, then they're likely to be used, or if
it's a renote afterl oadi ng device, 35.690.

One problemthat comes up -- and |'ve got one on
my desk now -- and we have not yet addressed this issue or
made any deci sions. Sone of these new devices use unseal ed
sources or what | like to call contained. Generally, they
are gas or liquid-filled ball oons.

They neither nmeet our definition of a
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radi opharmaceutical, nor do they neet our definition of a
seal ed source. They kind of fall in a space we didn't
anti ci pate.

And, again, there, what is the npst rel evant
trai ning and experience? Is it 930? Radi opharmaceutica
t herapy, or 940, brachytherapy?

Handling the material is kind of the training and
experience you woul d expect from handling
radi opharmaceuticals; on the other hand, the dosinetry and
the other issues are no different fromtraditiona
brachytherapy, so it's kind of a mixture of the two, and it
could be a problem

VWhat we have authorized, to date, for
participation in these trials is the Best/Cordis System
which is Radium 192 seeds and nyl on ribbons, and nucl etron
Paris study, which is the traditional high-dose rate renote
afterl oader for treating re-stenosis and periphera
arteries, primarily the fenoral and the popliteal arteries

in the |eg.

And early on, IN-inplanted P-32 stents, it |ooks
like the have -- well, they went away, and | think they're
going to stay that way. It looks like there are sone rea

technol ogy problens there that to the best of ny know edge,
are not solvable at this point.
Except for the stent systems, we used all the
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presently authorized trials that we've authorized. There
are plenty of other trials that FDA has authorized that we
haven't, that use traditional photo emitters in the form of
seal ed sources.

The stents were authorized under 35.300, and have
concerns related to | eaching of the material and so forth.

I think that was inappropriate and it's been discussed, and
if they ever reappeared -- which seens unlikely -- we m ght
revisit how we would authorize stents.

Clearly, the one thing you can say about stents is
that it's unfortunate, | guess, that naybe the technology is
not working out, because they probably have the | east
radi ati on safety hazard i ssues associated with them of any
of these systens.

And that is all | had on how we're presently doing
things for authorizing for trials. 1'Il bring up the other
file, and if anybody has any questions about this, I'll be

glad to answer them

DR. CERQUEI RA: Does anybody have any questions
for Bob at this point? This is nmostly sort of historical in
terms of what we've done to date.

DR. NAG This nmay be historical, but the question
I have is, the NRCis in the business of radiation safety
aspect.

There are two aspects: One is the safety aspect
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of intravascul ar brachytherapy, and the other is the
ef fi cacy and techni que of doing intravascul ar

Now, in terns of an energing nodality, in terms of
-- a vessel, other than going into the issue, it is
different. But in terns of the safety issue, why is this
any different fromthe use of seal ed sources or any other
t herapy that nmeans under 35.4907

There are no issues that are any different from
any of the manual brachytherapy sources. |In ternms of the
use of the renote afterl oader, the -- system the radiation
safety aspect is no different from35.69 within the renote
afterl oader.

So why are we now trying to differentiate
i ntravascul ar brachytherapy from any ot her brachy therapy?

DR. AYRES: Well, you take something like
Best/ Cordi s system the radi um seeds and nylon ribbon, and
agree. There is very little difference.

But if you take sonmething |i ke the Nova system
with the beta emitter, there is all kind of requirenents
that are i nappropriate.

And there are additional considerations that maybe
should be in, and we'll get to those when we start talking
about what we shoul d be doing.

DR. CERQUEI RA: Right.

DR. AYRES: So, like | say, they vary all over the
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lot, particularly the |iquid-contained systens.

DR. NAG Yes, but that difference, we are saying
about the seal ed sources -- | nean, the liquid is entirely
different, and that can cone under the sane category. But
when we are tal king about the high dose rates that we use
for any other brachy therapy and the high dose rate you use
in the vessel, the safety considerations, they are no
di fferent.

DR. AYRES: W get into some peculiar situations.
For exanple, our definitions of new Part 35, all of the
i ntravascul ar brachytherapy systens are high dose rates, so
we' Il have high dose rate manual afterloading systens, which
we don't have now, for exanple.

And so there are a whole | ot of new issues that
pop up.

Well, et me go on and tal k about the problens --

DR. CERQUEIRA: W' Il conme back to this during the
di scussi on.

DR. AYRES: We'|l talk about misadninistration or
event. M sadnministration is just sonmething that net our
definition of plus or m nus 20 percent or in the wong site,
and an event was sonething of a | ower significance, but it
was reported and of interest because it indicated sone sort
of problemwith the delivery or the system

To date, we've had 16 m sadm nistrations or events
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reported, and counting. The trials are still ongoing, and
they will be ongoing for quite sone tine.
And I'11 --

DR. CERQUEI RA: Bob, let me just ask one point of
clarification: W're talking about intravascul ar
brachyt her apy?

DR. AYRES: This is purely intravascul ar
brachyt her apy.

DR. CERQUEIRA: |f those trials that are currently
bei ng done -- | nean, are we still talking al nost
excl usively about the heart, or are we doing a | ot of other
organ systens? You did nention peripheral

DR. AYRES: There's one trial that |'m aware of
with the peripheral arteries. And there is also some work
with the shunts for dialysis patients that also stenose or
occl ude.

But conpared to the intravascular, it's very snall

anmount .
DR. CERQUEI RA: To the intracoronary?
DR. WLLIAMSON: Yes, the cardiac intravascul ar
DR. CERQUEI RA:  Yes.
DR. AYRES: Yes, coronary, cardiac intravascul ar
yes.

DR. CERQUEIRA: In terms of the FDA, do you have
any specific information in terms of the nunber of ongoing
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trials and the different types of agents that are being used
and the targets?

MR. LEEDHAM W can't specifically coment on any
applications that we have before us, however, | know for
information that's been in public venues, that there are in
heart, the renal system and --

And a point of clarification just if | may: FDA
has -- we have drugs, we have devices, nedical devices, and
we have drug/devi ce conbinations. Your exanple of the
catheter with the radi oactive material in a balloon, that's
consi dered a device, however, it does have a
radi opharmaceutical inside, but since it's intended use is
not to be outside --

DR. AYRES: Exactly.

MR, LEEDHAM It's considered fully a device

DR. AYRES: | believe drugs does participate
sonmetines, jointly in these evaluations, particularly on the
potential hazards, should a balloon rupture, on the
mat eri al s.

MR. LEEDHAM  Very infrequently.

DR. AYRES: But it is classified as a device, and
"Il talk some nore about that issue |ater

DR. CERQUEI RA: Ckay.

DR. AYRES: W' ve had 16 misadministration events.
There are several dozen of these trials underway, and not
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only vendor-sponsored, but at |arger research institutions.

There were seven nisadm nistrations in one; four
m sadm ni stration events in a second; three in a third; and
"1l talk about those, and then we have one each in three
additional ones, for a total of problenms in five separate
trials. Sone were device-rel ated; sone were not.

We used this information. | go around to the
various intravascul ar neetings and talk about this to alert
ot her users of the potential problems and we published an
i nformati on notice on a couple of these.

It is also why | amhere, why | am presenting it
now. It's good guidance on what is the appropriate |evel of
regul ati on perhaps to govern these device approvals to
prevent those that would be easily preventable and to
provi de feedback on ways to i nprove the device designs or
study protocols.

| think there are some interesting | essons |earned
and | will try to point sone of themout. The trials were
the Novoste Beta-Cath trial. | got BERT but there are
several trials there. There were seven there, three with
the guidant. The guidant is a -- well, the Novoste
Beta-Cath is a Strontium 90 hydraulically noved pellets,
seal ed sources. The guidant is a P-32, HDR-driven wire.

The Angi orad was a hand-cracked radiumwire. The Radiant is
one of the Rhenium 188 filled balloons, the Nucletron pair
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study | already nentioned and the Sabre trial was a chel ated
Rheni um 188 liquid filled ball oon.

The first one that was reported to us was a
patient receiving an unintended dose to the wrong treatnent
site by one of our licensee and in a very simlar event |ess
than a month later it was reported by the State of
Washi ngton with the sanme device.

This one was | ooked at quite extensively and
deternmined a root cause and the possible source transport
failure nodes and this one was al so one that was covered in
consi derabl e detail by an information notice.

We | ooked at the factors that contributed to the
reported m sadministration and the |icensee prepared sone
quite reasonabl e corrective actions to prevent this sort of
thing in the future.

DR. CERQUEI RA: So the device went out there but
didn't get to where it was supposed to go?

DR. AYRES: That's what | amgetting to right now,
okay?

VWhat the root cause was determ ned to be was
over-tightening of the Touhy-Bourst valve, which is the
val ve that provides access to the fenoral artery for doing
the catheterization. |If you tighten this anywhere near
where an intravascul ar cardi ol ogi st would normal ly tighten
this to prevent blood | eakage, you crinp the transport
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catheter for the sources and bl ock the source path.

In fact, you can put a crinp in there that renmins
after you loosen the valve and it takes some tine for it to
expand -- for the elasticity to return back to normal. |
suppose if you way overdid it, it never woul d.

Anyway, this blocked return of the sources to the
storage position, left themin the patient and it did allow
the saline flow This system depends on two-way fl ow
That's been changed. It is no longer saline. It is now
wat er .

A reversible flowin a triple lumen catheter to
nove the sources in and out of position fromthe storage
safe, which is a hand-held device.

The second event nore than likely had the sane
root cause but it wasn't investigated to the extent that the
first one was, so we can't say with any certainty.

Like | said, there were identified and our
licensee did an excellent job of analyzing the system after
the event, and we pointed out that this is exactly the sort
of thing we would prefer to have happen before they started
usi ng these new technol ogies -- in another information
notice, and identified three nodes of failure, one being the
Touhy- Bour st val ve over-tightening.

You can also -- the source novenent and hol di ng
the sources in place depend on the physician, generally the
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radi ati on oncol ogi st, holding a constant anount of pressure
on a device or there is an indicator to show that that is
bei ng done, but any inattention in it, it seens to not
happen.

If you for exanple apply too nuch pressure you can
deplete the transport fluid prematurely and then the sources
float again, so that is another failure node.

It was possible in our earlier design -- | think
that has been corrected -- to over-tighten the syringe to
the lure which supplied the transport fl uid.

Like |I said, we tal ked about the Touhy-Bourst.
There was al so issued related to the training and so on. It
was felt that there was an excessive tinme interval between
training and start of the clinical procedures.

The training itself was | ess than optinmal for the
didactic and practical training. There were limted and
very limted opportunities for self-practice and rehearsal
which | think was certainly adverse and a contributing
effect.

There was | ack of detail ed operational and
energency checklists, which is something we normally require
for renote afterl oaders. There may be sone debate. | think
this qualifies as a renpte afterl oader. | know not everyone
agrees with ne.

The proposed corrective actions was to inprove the
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radi ati on oncol ogy training, and particularly a revi ew of
rel evant interventional cardiol ogy procedures. Wat you run
into in these collaborative efforts between in this case an
i nterventional cardiologist and radi ati on oncol ogi st, they
are not famliar with each other's procedures, equipnment,
and operations, and it is that lack of famliarity on the
parts of a team that can cause probl ens.

That coul d be considerably ai ded by providing
realistic training exercises in the Cath Lab environment,
al so be consci ous of possible treatnent catheter danmage
before and during treatnment, devel op a checklist of
essential steps, checks, and there al so shoul d be energency
procedures checklist, and precautions to be followed in
executing the treatnment and devel op an appropriately
nodi fi ed version of AAPM s device, called the assurance
pr ot ocol

There is a subconmittee of AAPM now expressly
wor ki ng on intravascul ar brachytherapy and | think there
will be sonme useful guidance coning out of them and a new
Part 35 reference to industry standard docunents and so
forth. Hopefully nore and better information will be com ng
in this kind of area -- daily testing of all the treatnent
units, testing of the treatment catheter before positioning,
testing of the position catheter with dumy source train for
unobstructed passage, verification of source strength and/or
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prescription dose rate.

This latter one of one issue I'll talk about |ater
is testing the catheter for unobstructed passage. That is
now done | aying out on a table, not in the torturous
pat hways into the coronary arteries. Maybe it mght be
better that the dummy source train be run in and out with
the catheter in the treatnment position rather than [ aying on
a bench.

Verification of the source strength and/or
prescription dose rate -- one of the things that one needs
to keep in mnd and we did this and didn't put much enphasis
on dosinetry that we usually should, the inmportant thing in
clinical trials is that everything be done consistently even
if the dosinetry is not optimal, because you invalidate the
data if you decide that you know how to do sonething better
than the trial protocol says.

FDA is acutely aware and renminds me of this and so
you don't want to do better. Everybody wants to do the
same, but once you go into normal use then the best
dosi metry should be applied. W are out of the trial and
into preparing data.

DR. CERQUEIRA: So in all three of these
situations then basically the device is just pulled out
inside the catheter, is that correct?

DR. AYRES: Well, this one, what happened --
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DR. CERQUEIRA: | don't want, for the sake of
time, so the problemwas that the source was in the wong
position?

DR. AYRES: Yes, it was free-floating in an
unknown position because these are hydraulic -- so you only

know where the sources are at when it is in the safe or in
the treatnment position where it is in the fluoro field.

Anywhere el se you have no idea where the source
is.

Okay, continuing, to develop a mechani smfor
facilitating self-initiated practice procedure review,
redesign a treatnment to guide catheter interface to
elimnate the possibility of catheter danmage and there's
been sone of that done, and | will nention that when | go on
to the routine licensing.

The issues are going to be there's been corrective
actions. They are not now mandatory. Should they be? --
and this is some of the reason why | am presenting this
i nformati on.

Conments from our |icensee on the corrective
action is that they could take care of the first three but
the latter three required approval and support of the tria
sponsor and was not in the hands of our license. For
routine use | think everything inportant related to
radi ati on safety needs to be in the hands of the licensee.



ONO O WNPE

161

W wote these up in the IN

The Angi oRAD ARTISTIC trial event, that one was a
hand-cranked iridiumsource on a wire, so it was |ike your
Nucl etron HDR only it was a hand-crank, sinpler. One of the
problenms is with all of the current HDR systens they drive
the source with a pinch roller, not with the take-up drum
Thi s hand-crank device used a take-up drum

You got what you m ght expect. They encountered a
bl ockage whi ch was caused by over-tightening the connector
to the catheter to the exit so when the wire hit that
obstruction it acted just like a stiff rod and you got just
what you would get with a fishing reel, a snarl, and not
only snarls were bad, they couldn't nove the source forward
or backward. It bird-caged the wire so that it was jamred
in the transport system and this was a case that they
didn't have the equi pment readily available. They had to go
to their HDR and get their wire cutters because this tine
t hey needed them

Fortunately, this occurred on the exit fromthe
machi ne and the patient got no real dose and they reacted
fairly quickly and there was no real significant dose to the
users either.

| got ahead of nyself. It did have a clutch
mechani sm but again this one depended on you turning the
crank at the right rate. |If you turned it too rapidly the
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clutch nechani smcouldn't react in time to prevent the
backl ash.

There were a nunber of exactly simlar failures.
This is one that pronpted the IN, including one identical to
it during the denonstration to this |icensee which the
licensee never in turn reported to the Radiation Safety
Committee when they applied for authorization to participate
in the trials, which upset, rightfully so, the Radiation
Safety Conmittee and pronpted our IN to say, hey, you need
to review the radiation safety issues before approving
participation in these trials.

Since then we have |l earned of two nore failures
very simlar to this, only with dumry sources. It didn't
feel right when they kept trying to nove it back and forth
and finally gave up, and they couldn't verify the position
with fluoroscopy.

Unlike electronically driven systens, really with
nost of these system you only know where the source i s when
it isinthe safe or when it is in the treatnent position

I have pretty well covered nost of this. One
other thing they did, they had the wong kind of survey
nmeter. They had a GM survey neter anywhere in the roomit
was pegged so it didn't help thema bit in finding out where
the source was jamed at, so they used scissors to cut the
catheter until they found the source.



ONO O WNPE

163

They went then with their HDR energency
procedures.

Like | said, there was fairly m ni mal exposures
because they did react quickly toit, and it didn't, even
t hough they funbled around a bit, it didn't take themtoo
long to isolate it and it was partially shiel ded because
they hadn't fully exited fromthe nmachine.

This was a U.S. Surgical Corporation, which is now
out of this business, sponsored device, and they did root
cause analysis which found out they over-tightened the lure
l ock that connected the catheter to the device and that
shaved of f sonme plastic and bl ocked the source pathway.

The Rheni um 188 balloon, it was originally
reported as broken and actually in further analysis it
| ooked like it | eaked, but anyway it dunped Rhenium 188 into
the coronary arteries and it's been deternined if the
bal | oon ruptures, which has an order of a 10 percent
probability on nost ball oons, angioplasty balloons, that the
dosi netry has been calculated to show that there shouldn't
be any real patient harm

In both of these cases, whether it is the chel ated
version or the oxide or the perinate itself rather, nost of
the dose goes to the bladder, and it has a very short
bi ol ogi cal half-life.

The radi ati on dose here was 50 centigrade to the
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bl adder and like | said, it is an expected event with these
liquid filled systens. They do take sonme extra precautions,
soneti nmes doubl e ball oon, over-inflating the balloon with
excessive pressure before actually using it and sone tests
for burst pressure.

That was what they proposed a corrective action, a
pressure test before using the ball oon.

The MAG SABER trial was when they di sconnected
fromthe systemthey flopped the catheter around,
contam nated the Cath Lab. Well, it there was a little
nmessage there that says if you are going to use a liquid
cont ai ned system be prepared to give up the Cath Lab for the
decay of the contam nation. That is what they had to do.

Poor Bill Bass worked till past 2:00 in the norning and
could not get it cleaned up and they had to close the Cath
Lab until it was decayed, so if you have only got one Cath

Lab you might want to think about using such systens.

Like | said, contam nation events can readily
occur. |If you can't tolerate the | oss of |ab, better not do
it and al though they can occur with seal ed sources the
probability is infinitely lower that they will happen with
seal ed sources.

The nuclear trials was nostly -- were not really
device-related. They were nostly lack of thinking | guess
you woul d say.
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Oiginally the afterl oader came with a 34
centimeter el bow, which nmade the transition fromthe
non-sterile afterloader to the sterile field with the
catheter connected. The vendor changed that and got rid of
the el bow and went directly to the catheter connecting to
the device, and they actually had the vendor's
representative there and put the el bow in anyway on the new
catheter which nmeant they treated 34 centineters fromthe
i ntended target position for the full course of it because
t hey thought they saw the source when they didn't. They saw
the guide wre.

One of the corrective actions when they got a dose
of 70 to 108 gray to the wall there, they introduced with
this new type of catheter, one of the problens was, one of
the corrective actions is they nade the radi ographic nmarkers
on the source nore visible. They were not particularly
shar p.

So it was a new procedure and they used the
old techniques and treated 34 centinmeters away and they
didn't confirmproperly with fluoro and again it was a
training i ssue and direction.

The two others were really kind of silly. Well
one was just an event. The source stuck out of the safe
during a source exchange. It was just a failure during the
source exchange. There was no real exposure to anybody.
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The other one, the radiation oncol ogi st or the
medi cal physicist, |1've forgotten which one, | think it was
the radi ation oncologist -- on these clinical trials they
are double blind trials and he opened a randoni zation
envel ope to find out whether they get radiation or they
don't, which he did, and then when he went into the
treatment room he forgot which armit was supposed to be and
it was supposed to be receive radiation and he gave themthe
dummy source instead, so it was 100 percent radiation
delivery error.

What is our perspective? Are they of unusually
hi gh frequency? Yes. | would say these are close to an
order of nmgnitude higher msadmnistration rates in
brachytherapy in these trials, which you m ght expect with
new t echni ques and new technol ogies to a certain degree than
they are in the traditional cancer therapies with ionizing
radi ati on sources.

Can the frequency be reduced? Sure. Better
review of the protocols and appropriate inplenmentation and
i mproved training, emergency procedures and checkli sts.

What el se could we do? W already nentioned the
I'N, rem nding our broad scope radiation safety fol ks of
their responsibilities. That was | N 9924,

We expected themto do a better job and that
covers the issue relating to the problens we have seen over
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a couple of years of clinical trials, with a |linited nunber
of our licensees participating.

DR. NAG Let nme just say, we went 20 or 30 years
back, all right? W had nost of the radiation inplants that
were done with cesiumin the cervix. Now, if you went and
did interstitial inplants, are you going to see that as an
entirely new category, and therefore we have an entirely new
mechani sm of |icensing?

Then we have an iodine inplant, which is | ower
entity, and again you have a separate section. You know,
that didn't nake sense to nme to categorize each of these
like a section, because, you know, there is the broad
category of high dose rate afterl oader, or broad category of
seal ed source. Yes, that mekes sense, because if you use
t he sane reasoni ng, by now we shoul d be having at |east 20
different categories of seal ed isotopes, because | can tel
you the inplication of iodine inplant is entirely different
fromthe inplantation of iridium

DR. CERQUEIRA: | think part of the thing that has
come into this is the fact that obviously there are other
peopl e that could be using these devices and sonme of the
di scussi ons have been related to sort of nore limted
training which is specific for a particular type of
treat ment.

Simlar to what you were discussing with the other
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protocols this norning, there are sone things to generalize
and you don't need training on every specific device, but
per haps we have presentations from people. W have had
di scussions on this. | would also like to point out that a
ot of the things that were m sadministrations were sort of
really nechanical failures of the systemto sone extent.

DR. AYRES: Right.

DR. CERQUEI RA: Resulting in radiation problens.

DR. AYRES: That was one objective. | said to
cat al ogue them and deterni ne what we could feed back to
i mprove the system whether it is the protocol or the
training or the design of the device.

DR. CERQUEI RA: Right.

DR. AYRES: O in some cases you conpensate --

DR. CERQUEIRA: We will cone back to your point
but --

DR. NAG The second point also is inportant. You
said you would like to get and |linmt that application but as
Bob has pointed out, the safety inplications are just the
same problem so even though it may be a low entity the
safety issues are exactly the sanme. Therefore, |I feel --

DR. CERQUEI RA: Well, again, we can discuss this
when we get to it, but we have other presentations fromthe
ot her peopl e.

DR. AYRES: And there are sone different safety
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i ssues which are com ng up

DR. CERQUEI RA: Okay.

DR. AYRES: First off -- again we have the sane
situation. W have the broad scope and limted specific
scope and the broad scope for routine use again don't have
much of a problem although sone of the issues we want to
tal k about we probably want to provide sone guidance to
them and | am |l ooking for that guidance and then we wil |
flow it on.

Darn. | think I nodified a slide set and | think
| goofed. | think | got the wrong one.

DR. CERQUEI RA: Maybe you could sumrarize it?

DR. AYRES: Yes. The main thing is | wanted to
point out to you that we are really going to be -- and this
is the second slide in your handout -- that we are going to
be tal king about two licensing issues, old Part 35 and new
Part 35.

Really the relevant information | need at this
time is for the old Part 35 because we are going to have to
do |icensing now.

The FDA has approved this technol ogy and we have
no choice. W are going to have to license it under old
Part 35, which is far less flexible in many senses than new
Part 35, and at the end I'Il talk a little about new Part
35, but the inportant issue before us right nowis |icensing



ONO O WNPE

170
this technol ogy under old Part 35.

DR. CERQUEI RA: Bob, nmybe perhaps we could -- you
know, the FDA has approved use of devices, and have they
made any - -

DR. AYRES: That's comi ng up

DR. CERQUEI RA: You're going to have that, okay.

DR. AYRES: Again, right now, I'd say the four
criteria to look at for routine licensing, of course, always
is the seal ed source and device eval uation registration
that it's done and it's for the proper use.

Now, instead of an IDE, in order to be used for
routine use, it needs an FDA PMA, Pre-Market Approval, which
is at the successful conclusion of the |IDE process, if you
will.

An appropriately qualified physician as an
aut hori zed user, and | think under the old Part 35, there's
just no question that it's 35.400, that's it. There's no
di scussion there.

And we'll need to grant the exenption to the
requi renents of 35.400 because it doesn't authorize this
type of use. No problem pretty straightforward there.

And |'d say there are really three | evels of
licensing conplexity: Sinple, the Best/Cordis systemis
really a traditional radiation oncology treatnment system for
a different use. That's about it.
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There are sone other issues that the Regions wll
have to be cautioned about, you know, using these
non- shi el ded cath labs that could be radiation protection
probl ems, and conpliance with Part 20 issues. [It's not al
that sinple, but it's pretty straightforward.

The nonitor of pure beta-emtting seal ed sources,
there, we just have a lot of requirenments in the current
regul ations that really are not applicable; in other words,
all the shielding interlocks and that sort of thing are
really not applicable to those kinds of sources.

And the nore conpl ex ones, which we haven't yet
dealt with, are these unseal ed sources.

DR. NAG One question | have: You said -- why
woul dn't it be less, |ess shielding.

DR. AYRES: The what?

DR. NAG The -- sources.

DR. AYRES: No, they're not, because that neans
we've got a grant now, exenptions to all the requirenents
requiring the shielding, because we're under old Part 35
territories.

So froma licensing perspective, it's a heck of a
| ot nmore conplex. Froma use perspective, it's not. It's
sinmpler. I'mtalking |icensing issues.

DR. W LLIAMSON: That may or may not be, actually.

DR. AYRES: Under new Part 35, when you start with
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a clean sheet, you're -- it's easier

And sonehow | mixed up ny files here, and this was
supposed to go at the end. But as | said, 1000 is added to
accomodate this sort of thing, and it allows a | ot nore
flexibility, and applicable existing requirenments are nost
likely the way to go.

Those things that are relevant woul d be applied,
and then you wite the new part.

DR. W LLIAMSON: Well, with regard to handling
this under the old Part 35, why couldn't you do it by
license conditions, just like you did for high-dose rate
t her api es?

DR. AYRES: That's what | think I'mgoing to do.
And when -- in a just a mnute, |"'mgetting to where | want
feedback fromthe Committee on what |icense conditions are
appropriate, okay?

Exactly, the nechanismisn't so inmportant. W'l
certainly try to do it the best and | east burdensonme way on
the Staff here.

The present status of the FDA approval s: Like
said, there are nunerous systemnms undergoing clinical trials,
and two vendors have subnmitted trial results for the
aut horization, and they have both been approved.

The Best/Cordis Iridium192 seeds and the Nova
Strontium 90 seeds, and the hydraulically driven renpote
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af terl oadi ng devi ce.

In both cases, the FDA circul atory systens device
panel s have recommended approval with conditions. And these
conditions are varied, but in both cases, it's a nandated
team of an interventional cardiol ogist, a radiation
oncol ogi st, and the nedi cal physicist.

There are other things like tracking device
probl enms, and in both of the trials, they wanted the
patients followed out for further periods of tine, because
what is unknown is any |long-term adverse health effects.

There's reason to expect fromtraditiona
radi ati on oncol ogy that there m ght be problens five years
or so down the road, and this patient popul ation hasn't been
foll owed out that far.

The Best/Cordis system it was recomended -- the
Committee recomrended on June 19th, 2000, that they approve
it with | abel changes, patient followup, and the team

And it was recomrended for approval for the
treatment of in-stent re-stenosis only. |It's the same thing
for the Novoste system On Septenber 11lth, it was
restricted to a 30 nm device. They have a | arger device,
and that's undergoing ongoing trials to establish its
approval .

The | abel i ng changes and that included the team
patient followup and post-market surveillance of the device,
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failure and mal functi on events.

In addition to the ones that | described to you
where the source nmovenent was bl ocked, with the Novoste
system there was a | ot of source drift problemwhere if you
don't hold that constant pressure, the train of seeds drift
apart, and there are issues about whether that should be a
m sadm ni stration, too, of course.

DR. McBURNEY: Have they made those | abeling
changes, or was that just a reconmendation?

DR. AYRES: They had to conply with these
requi renents to FDA satisfaction before they woul d approve
the PMA, which has been approved, and includes good
manuf acturi ng practice, inspections of the manufacturer, and
there's a lot of procedures. |'m sure our FDA
representative could address themin nore detail than I.

Both these were approved simnultaneously on Friday.
Okay, now, we're at the neat of this. Conditions of use: |
think it's inportant that we shouldn't approve them I|icense
them for the treatment of stenosis or re-stenosis. | think
we should restrict it to what the FDA has established as
safe and effective use, which is the treatnment of in-stent
re-stenosis.

There are ongoing trials to try and establish
safety and efficacy in other things. |'ve received nunerous
calls that we can do de novo lesions or it's good scientific
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reasons why that might not be appropriate.

And the trials are ongoing to establish those
uses. |If we condition it this way, what does that nmean?

Well, that means that our limted, specific scope
licensees, that's the only thing they could do. CQur broad
scopes could conduct their own trials if they wanted to do
sonmething el se, either under an IDE, if they are trying to
establish FDA approval, or sinply under 35.6, inforned
consent and their I RB approval for an inhouse trial. They
have nmore flexibility.

But | think the condition of the use that we
approve would be -- and limted specific could go with 35.6,
too -- that the use which has been established as safe and
ef fective should be what should be approved, and anything
outside that would be a clinical trial. That's the way I
think we should go with how we woul d approve the use of
t hese devi ces.

DR. CERQUEI RA: Jeff, you had a comrent?

DR. W LLIAMSON: Well, yes. | nmean, | think
perhaps that's certainly sound nmedi cal advice, and, no
doubt, what people will do. But if you're going to sort of
cast this into stone as the sole licensing criteria, at sone
point it could becone an anchor or dead wei ght on clinica
research.

So one could ask, FDA has its | aws about foll ow ng
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the | abeling, nedical practice has its own internal contro
mechani sms, so what is NRC doing in the business of
specifying by law, that this is the only clinical indication
for this device?

DR. AYRES: Well, FDA's is not binding on the
medi cal institutions, of course. That's called off-Iabe
and not binding on the vendor.

DR. NAG | have a strong feeling about this. |
think the job of the NRCis to deal with the radiation
safety issue. In terms of the nedical necessity or nedica

condition, NRC does not have any business to say about the
medi cal requirenent of that.

So we can say yes, you know, to use that, we
license the use in intravascular and so forth. And it is
the FDA or the nedical comrunity that woul d deci de whet her
this is to be used, whether they are to be used for in-stent
or --

Today we have shown in-stent re-stenosis; tonorrow
is really possible that other uses can be possible, and FDA
shoul d |icense that.

DR. AYRES: And that could, in turn, be authorized
fairly easily.

DR. CERQUEIRA: | think that's pretty nuch in line
with everything el se that we have done with the Part 35
revision. And you' ve got adequate approval process fromthe



ONO O WNPE

177
FDA, and then you've got clinical indications, and
rei mbursenent will obviously drive part of that.

So we really need to focus on the radiation safety
aspects under the existing Part 35, which is what is out
there right now

DR. AYRES: \Which | believe this to be one. |
nmean, this is the only indication that has shown to be safe.

DR. W LLIAMSON: | think you should apply the test
of the nedical policy statenment to this suggestion.
DR. AYRES: Yes. | have, and | cone out that we

shoul d license for in-stent re-stenosis.

[ Laughter.]

MR. LEEDHAM  Just real quickly, we do have
regul atory criteria for when an IND or NDA or IND or IDE is
required.

DR. AYRES: Exactly.

MR, LEEDHAM So it's not |ike you just approve
sonmet hing for one condition and then the world is out there
and is using it under the practice of nmedicine. So there is
clear criteria, regulatorily.

DR. AYRES: M understandi ng, talking with Bob
Phillips -- and maybe you can correct ne -- is if they
wanted to go off-label and do it to establish clinical tria
data to get authorization for other uses, then it needs to
be under an |DE
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If they have no intent of using that data to
establish with FDA, other uses, they could do it under our
regulation with inforned consent and their |RB approval and
so forth to neet the federal requirenent.

DR. CERQUEIRA: So there is still a mechani sm out
t here.

DR. AYRES: There is still a nechanism

DR. CERQUEI RA: And the radiation safety issues
are going to be identical, regardless of whether it's being
used in the context of a trial or for clinical applications.

DR. AYRES: Except that the advantage | see is
that a patient would be inforned that they are in an
experinmental or getting an experinmental treatnent, rather
than one that has been proven to be safe and effective.

DR. ALAZRAKI: But that's what happens in the
absence of any NRC i nvol venent in these things.

DR. AYRES: Well, sone places, that nmay happen

DR. ALAZRAKI: That's exactly what happens, and
can give you some concrete exanpl es.

DR. W LLI AMSON: Wiy do you want to put this
additional requirenent? You would prevent clinical studies
like this fromoccurring, it seens to ne, by licensing a
speci fic scope.

DR. AYRES: The licensees of specific scope can
perform research under 35.6, too. |It's not restricted to
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broad scope, 35.6 authorization.

DR. NAG | think the other point is that the NRC
has certain limts, and | think you are overstepping the
limt by saying that under this condition only. | nean, so
long as the radiation safety aspects are net, | don't think
you can regul ate the non-radi ati on safety portion.

Ot herwi se, you can say that you shouldn't use the
I-131 for use of anything other than thyroid disease.

DR. AYRES: | guess the only thing | can say is
that the FDA panel disagrees with you with being primarily
radiation -- | nean, interventional cardiologists, and they
deened that this is the only safe and effective -- proven

safe and effective use.

Now, that's not to say that there are not a | ot of
ot her uses that wouldn't be, but they're not proven.

DR. CERQUEI RA: But that's not really our issue.
I nean, | think the FDA has been very clear on what the
requirenents are. It's a team approach. They've clearly
speci fied who should be doing it.

Under the current existing Part 35, the training
and experience requirenents are fairly clearly spelled out.

DR. AYRES: That is only binding on the nmarketing;
it's not binding on the use.

DR. ALAZRAKI: Yes, it is binding on the use.

DR. AYRES: No. The FDA does not -- if Washington
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Uni versity gets one of the devices and deci des that they
wi sh to treat de novo | esions, the FDA has no issue with
t hat .

DR. CERQUEI RA: But that shouldn't be the NRC s
issue. As long as they're doing it in an efficient
radi ati on safety arena --

DR. AYRES: It is a question of is it or is it not

a radiation safety issue? | think it is, and obviously not
everyone agrees here.

DR. ALAZRAKI: | think everyone disagrees.

DR. DI AMOND: Not ne.

DR. NAG If we had a vote here -- | think if we
had a vote here, | think we'd all disagree.

DR. CERQUEIRA: Let's hear Dr. Dianond then

DR. DIAMOND: |'d like this for the record as a
poi nt of dissent fromwhat |I'mhearing. | fully understand

that the FDA has no statutory authority to regulate the
of f-1abel use of a drug or a nedical device, and | fully
understand that it's not the NRC s job to go and dictate
what is good nedical practice or not.

But et me just nmake a very clear practical point:
If the NRC provides guidance that there will be no
restriction on the of f-FDA-1abel indication of this
technol ogy, then as soon, in the next two, three, four
weeks, when the Agreenent States and the NRC States are able
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to get certain centers through on the final nuts and bolts
of using these devices comercially, what you will have is,
you wi Il have individuals using these devices in the carotid
arteries, for AV dialysis shunts, in the infrainguina
arterial system perhaps in the great venous circulation for
st enoses.

And we really need to ask ourselves, do we want to
contribute into the death of any, in ny opinion, reasonable
clinical study of this technol ogy, because | think that's
what's going to happen.

| think what will happen is, this will beconme a
device or a technology which is going to be used in a form
wi t hout any proven safety and efficacy data. So we are now
in a predi canment.

We recogni ze the statutory restrictions that both
parties hold, and we're in a gray zone. But froma
clinician's standpoint, fromnmy particular bias, |'mvery
concerned that in one nmonth or two nmonths from now, we start
using this for a lot of different indications, with no
ef ficacy and no safety data.

DR. ALAZRAKI: In ny institution, if sonmeone
wanted to try sonmething like this at a site which is not a
recogni zed approved and val i dated t herapy, they would have
to go through the IRB, the Radiation Safety Cormittee, and
get all the approvals, because it would clearly be
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i nvestigative work.

MS. SCHWARTZ: Right.

DR. ALAZRAKI: And this is an institutional
prerogative to enforce that type of a practice and thinking
when it conmes to doing things which aren't clearly
clinically proven.

DR. DIAMOND: And | think there is a nmechanismin
exi stence, as Dr. Ayres just nentioned, where that can be
done.

DR. AYRES: Yes, that's what point was. |If there
are other uses to be allowed, they would have to go through
the clinical trial process.

DR. ALAZRAKI: But the NRC doesn't have to be
i nvol ved in that.

DR. AYRES: Well, I'Il nmention one other thing
where we do exactly this now, and back historically, as |
understand it, was that --

DR. CERQUEIRA: This is going to get
controversial, so let's get everybody's input on this, and
then, Ruth, you were next.

DR. McBURNEY: | think there are radiation safety
i ssues when you start using the devices routinely. | mean,
we're already | ooking at a big increase in the use of HDR
for 1VB.

And that's going to have operator inplications,
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t he occupational dose and shielding, we're going to be
| ooki ng at shi el di ng.

And as you add to that, use of that device, even
for other types of things, then you' re going to add to the
own tinme and there are radiation safety issues involved
t here.

DR. WAGNER: There are different radiation safety
i ssues invol ved.

DR. W LLI AMSON: That can be handl ed by existing
rul es.

DR. AYRES: Well, one of the parallels where we do
this is the Strontium90 | applicator which is restricted to
treatment of eye disease and is disallowed for further uses,
and that was on at |east several tinmes, the recomendations
of this Conmittee.

That's a parallel to this.

DR. CERQUEI RA: Jeff, you had a comrent?

DR. W LLIAMSON: Well, | guess | have a question
It seens that you're saying, on the one hand, this doesn't
mean anyt hi ng because you could get around it by having a
clinical trial, and on the other hand, you're reluctant to
di spense with it.

So could you tell ne, if we had this restriction
as you wanted, what would be prevented, exactly?

DR. AYRES: The routine use without informng the
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patient that they're receiving a therapy which has not been
proven safe or effective and is experinental.

DR. W LLIAMSON: OQutside of a clinical trial?

DR. CERQUEIRA: Let's try to keep the discussion
goi ng.

DR. WLLIAMSON: |I'mtrying to. This is a point
of clarification. So you think that this could happen then
wi t hout informed consent and without |RB approval ?

DR. AYRES: |If we don't restrict it to
i ntravascul ar treatnent of re-stenosis, yes. They could
treat de novo lesions. If we said just stenosis, they could
treat de novo |esions, they could treat any -- if we don't
say intravascular, they could -- coronary intravascul ar,
they could treat any |ocation.

DR. WLLIAMSON: | really don't think that's true.
I think there are institutional protections.

DR. CERQUEI RA: Well, we've got the FDA here.
Let's perhaps --

MR. LEEDHAM  You' re nmki ng sone kind of coments,
Dr. Ayres, that tal ks about the device has been through a
review cycle once for another indication.

Now, practitioners want to use it in a different
area. Now, that body of information on its safety and
ef fectiveness is a building block.

Okay, so your statement that they're not safe and
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not effective --

DR. AYRES: | was just saying that they're not
proven as safe.

MR. LEEDHAM  They're not proven, but there is a
basis for its safety and effectiveness for use in human
subj ects and patients in a certain patient popul ation.

DR. AYRES: Partially.

MR, LEEDHAM  Now, no, the trial, when we say we
approve a product that's been proven to be safe and
effective, it's safe and effective for that indication.

Now, if you're going to use it, as Dr. Dianond
said, in an off-label use, we can, in fact, and many tines
we do restrict the off-label use of itenms by very clear
| abel i ng.

We nonitor the use of those devices and drugs in
many ot her nechanisns so to give the inpression that once it
is approved and out there in clinical practice and it wants
to be used for an off-label use outside the jurisdiction of
the FDA is not true.

DR. AYRES: Well, | spoke yesterday with the
cardiology group and | think it is but I will have to
actually see the | abeling, which | have not.

They seened to indicate that they were hoping that
we woul d take this approach because they couldn't prevent
t he of f-1abel use.
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DR. CERQUEIRA: Well, we have had these
di scussions before in the sense that when the FDA approves a
drug physicians can use it, and these drugs potentially can
be, you know, deadly, harnful, and we don't put any further
restrictions on it.

I amnot sure in this situation, you know, is it
going to be limted applications to this particular in-stent
re-stenosis and how nuch | eeway does the cardiol ogist -- |
mean this is not cardiologist. This is still a team
approach that we are dealing with, so it is not a turf
i ssue.

DR. AYRES: Well, that is one of the proposals.

DR. CERQUEI RA: Yes. John?

MR, GRAHAM | guess | need to go back to your
| ast comrent.

You were talking to the group at FDA from
cardi ol ogy that doesn't potentially have the legal ability
to restrict this.

DR. AYRES: Well, he made an inportant point. |
have not read the | abel and the |abel can -- and | need to
do this as part of this. | nean this process is just
occurring and | admt that all of the information is
devel oping but | spoke with themthe day before yesterday on
t he issue.

DR. CERQUEI RA: Have they submitted anything in
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writing?

DR. AYRES: \What?

DR. CERQUEI RA: Have they submitted anything in
writing to you?

DR. AYRES: Well, certainly the labelling will be
avail abl e.

Now I will get it for review, but --

DR. DIAMOND: But this is a very inportant point.
This is directed towards M. Leedham

Does the labelling that will acconpany this
product, does that |abelling have any statutory authority to
restrict the use of that product or not?

MR. LEEDHAM In the sense that we could come out
and say that it was used off-label that it would be
m sbranded, yes.

We coul d have that authority but we would have to
have a conpelling public health reason to do it.

DR. AYRES: And | don't think that was done, but I
can't say for certain.

DR. DIAMOND: See, that is a very inportant
poi nt --

MR. LEEDHAM And | can't nmke a comment on the
| abelling until | actually see it either.

There are a nunber of different things we can do
as far as restricted distribution to who receives the
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products that we approve, labelling restrictions.

Al so there have been a number of cases about
training prograns required for physicians who will be
recei ving devices to be used.

So just to say that sonething was approved and
then it just goes out there for general use w thout any kind
of oversight or further followup by FDA is not true.

DR. AYRES: No.

My understanding is that restrictive labelling is
not on this device but | don't know for certain one way or
anot her .

MR. CRAHAM But even if that restrictive
| abelling is not on there we spent two years review ng a
nmedi cal policy that specifically stated the NRC wi |l not
intrude into nedical judgnments affecting patients except as
necessary to provide for radiation safety of the workers and
t he general public.

So if you are telling ne if | use this for an
in-stent re-stenosis and the FDA with input fromthe NRC you
have decided that this is safe to the point of going into a
PMA, then if an institution wants to define a clinica
protocol which is within the FDA regul atory gui deli nes,
which is going to be governed by IRB, which is setting up
the paraneters in which they want to do research on a
di fferent application, that sounds |like pure nedicine to ne
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and that is the piece --

DR. AYRES: | amsaying this doesn't interfere
with research aspects at all
DR. CERQUEIRA: Let's -- let's hear froma couple

of the other people.
| nean Sally, do you have any input on this, and

we will cone back to the other people.

DR. VETTER: | am speaking to this point though.
Go ahead.

DR. CERQUEIRA: Well, we will conme back

MS. SCHWARTZ: | just feel that this issue at hand

is really the practice of nedicine and that essentially what
you are trying to regulate through NRC regulations is

i nfringing upon the practice of nedicine, but if this device
is out there and it is safe, essentially you are relying on

physi cians to appropriately use this device if they feel in

their educational abilities that they can use it for another
i ndi cation.

You are left with the basic situation that
patients have to rely on the doctor to tell you, you know,
this is what | believe is sonmething that is good for you,
and if for sonme reason that fails, what the physician has
tried, | mean certainly the patient is dealing with
mal practice, | nean possibly, and there are avenues to
address this, but certainly | don't think this needs to be



ONO O WNPE

190
regul ated fromthe NRC s standpoint if the safety is
addressed in terns of the workers who handl e the device and
the patients who are receiving the device.

DR. CERQUEI RA: Richard, do you have any thoughts?

DR. VETTER: No, | think | agree in general with
t he di scussi on.

Anot her di sadvantage of specifying that this is
approved only for in-stent re-stenosis, if FDA approves it
for sone other use then we have to go through a rul emaki ng
to get that added on.

DR. AYRES: It's really not rul emaki ng since we
are outside of it anyway. W are granting exenptions --
didn't authorize it at all under old Part 35. W have got
to exenpt the rules.

DR. CERQUEI RA: Let nme get comments from Ruth and
then Lou --

DR. McBURNEY: \What we are doing in our |VB
licensing is adding a license condition that clinica
research of radioactive material for human use specified
in -- whatever it -- where we |ist those isotopes and forns
shall only be used by a licensed physician and ot her
aut hori zed users designated by the FDA through a current
IDE, so it is just a license condition that authorizes them
to use it under an |DE

DR. CERQUEI RA: Neki, froma patient's
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perspective, do you have any --

MS. HOBSON: Well, yes. Fromthe patient's
perspective, | think that we would very nuch favor the
systemthat relies on the FDA and the hospital boards and
institutional controls and the | ocal |evel and our persona
physi cian to nake decisions that are not related to
radi ati on safety.

NRC i s the expert and has the responsibility for
protecting us agai nst undue radi ation hazards and | think
that it would be kind of over-stepping the bounds to begin
to prescribe -- | nean basically it is a prescription
here -- that the NRC would be issuing if this is put in.

DR. CERQUEI RA: Maybe -- we had comrents fromtwo
different, three different groups.

DR. DIAMOND: M. Chairman, let ne just speak to
what you just said.

DR. CERQUEI RA: Yes, please.

DR. DIAMOND: | fully support the use of this in
other sites with other indications on a clinical study,
whet her it be an individual hospital or individua
university, institution, on a national or local scale. |
have no problemwi th that. | encourage it. That is how
nmedi ci ne advances.

What | do not want to see is this being used for
an indication that has no data to support it with no
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requi renent that the patient understand that this has no
data to support it and with no trial being undertaken.

| can tell you there are nany, nmany institutions
in this country where the hospital would allowit to proceed
wi t hout any |IRB review

| guarantee you that.

If | were a patient and this were being used in ny
renal artery or ny superior vena cava or my graft or
arteriovenous graft, | would want to know about it and
woul d want it to be done on a trial basis, so if we include
any -- so if we had that understanding that it is on a
clinical trial, | agree with you and everyone el se here 100
percent but | don't want it in a nmonth's tinme to be used --
this is just as a physician in general -- destroying the
clinical science, so | wouldn't go and for conditions of use
use the term"treatment of in-stent re-stenosis."”

I would say "treatnment of indications as approved
by FDA plus other indications under study." Very sinple.

DR. W LLIAMSON: M. Chairman, can | point out one
t hi ng?

DR. CERQUEI RA: Yes, Jeff.

DR. W LLI AMSON: Ckay. Point nunber three of the
nmedi cal policy statenment, | just want to read it: "NRC will
when justified by the risk to patients regulate the
radi ati on safety of patients primarily to assure the use of



ONO O WNPE

193
radi onuclides in accordance with the physician's
directions."

DR. CERQUEI RA: The physician's direction is stil
the key thing there. | understand your concerns but | just
don't think that the NRC is necessarily the body to dea
with that, and | think you have kind of heard the feelings
of the people in the group that -- you know, your concerns
are valid but they are handled by other areas within the
practice of medicine.

One | ast coment and then let's hear from our
speakers. Go ahead. Dr. Nag?

DR. NAG Yes. | nean on a simlar line, | nean
quite sinply brachytherapy is useful for cancer of the
cerviXx.

If I want to use it on cancer of endonetrium or
any ot her cancer | don't need the NRC nechanism | nean
there are other nechanisns, FDA and IRB -- | certainly agree
with you, Dave, but it is not the NRC s position to nake
that distinction. It is FDA and others and not the NRC s.

DR. CERQUEI RA: Okay. W have several groups who
want to make comments related to the use of intravascul ar
brachyt herapy, and | am not exactly sure they were prepared
in terms of what this discussion ended up eventually dealing
with, but the first presentation will be by Dr. Al bert
Rai zner, who is a cardiol ogi st from Bayl or Coll ege of
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Medi ci ne, and he is here representing the ACC and the
Soci ety of Catheterization, Angiography and Interventiona

Car di ol ogy.
Isn't that it?
DR. RAIZNER: Well, thank you. | certainly am
pl eased to speak to the Comrittee. | hope you don't mnd ny

readi ng some of ny notes and comments.

My son is getting married this weekend, and the
only thing freely floating in ny brain is toasts to him his
wife to be, and nmy in-laws to be. So |I'mgoing to stick to
nmy comments on paper.

I"man interventional cardiologist at Bayl or
Col | ege of Medicine. |'ve been involved in intravascul ar
radi ot herapy or brachytherapy since 1992 when we started our
first studies in pigs, and have been active in this field
since that tinme.

The purpose of ny presentation is to enlist the
support of the ACMJI to endorse the concept of changing the
trai ning and experience requirenents, which would ultimtely
al | ow appropriately know edgeabl e and trained
interventionalists to be authorized users for the specific
use of intravascular application to prevent re-stenosis.

By way of background with sone clinica
background, the nost common cause of death anong adults in
the United States is coronary di sease. Since 1979,
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angi opl asty has been perfornmed to relieve the obstructions
in coronary arteries by expandi ng ball oons.

In the past six years, stents have been used to
add internal support to the expanded artery. Currently,
over a half of mllion of these procedures are perforned in
the United States.

The problemis that re-stenosis or re-narrow ng of
the artery occurs in approximtely 40 percent of patients.
Twenty-five percent of all patients require another repeat
intervention to reopen the re-stenosed artery.

While stents have inproved the safety and slightly
reduced the re-stenosis, those who re-stenose within a stent
have a particularly severe problem While nost can be
reopened wi th balloons, the chance of repeat re-stenosis
within a stent is higher, in the range of 50-60 percent. So
it represents a very vexing and bot hersone problemto the
i nterventional conmunity.

I ntravascul ar radi ot herapy has proven effective in
significantly and clinically neaningfully reducing
re-stenosis, and you' ve heard that two systens have recently
recei ved FDA approval .

Now, angi opl asty or coronary intervention is
performed as follows: First, a catheter is inserted into an
artery, usually in the |leg, and advanced to the coronary
artery and dye is injected and pictures taken of the artery
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and the lesion identified.

Then through this catheter, a soft wire is
i ntroduced into the artery and beyond the obstruction. This
wire is used as a rail and remains in the artery fromthe
begi nni ng of the procedure till conpletion to allow bringing
in and out, the different ball oons and devices that are used
to conmpl ete the procedure.

These devices include Roto-Rooters, |asers,
stents, and now, the intravascul ar brachytherapy devices in
t hese systens.

At the end of this, the angiogramis repeated.

Soneti mes other catheters are used, |ike intravascul ar
ul trasound catheters to neasure the effectiveness of the
procedure.

And t he procedure, in whole, takes from 30 m nutes
to two hours, in general, depending on the conplexity.

The interventional cardiologist perforns the
procedure fromthe start to the finish. He or she alone is

responsi ble for the safety of the procedure. 1In the cath
| ab, as in the operating room the captain-of-the-ship
concept rules. It is the cardiologist that's norally,

ethically, and legally responsible for the standards of
performance and safety of the entire procedure.

No matter what goes wong, the nedication or
ot her, the cardiol ogi st bears the primary responsibility for



ONO O WNPE

197
t hat procedure.

During these procedures, speed is essential. |It's
an essential safety requirenment. The longer wires are |eft
in arteries, the nore conplications. The |onger patients
are exposed in these procedures, the greater the extent of
anti coagul ati on, and the greater disconfort to the patient.

All technol ogies to date have attenpted to speed
up these procedures, and one of the major acconplishments of
stents is to allow us to do fairly conplex blockages in a
much shorter period of time, because of the firm scaffolding
effect.

So we're very much concerned about getting the
procedure conpleted in the nost reasonabl e anount of tine.

Now, intravascul ar brachytherapy is perforned as
an add-on step to the interventional procedure, but it is
part of the interventional procedure.

The difference is that the guide wire is left in
pl ace, that soft wire that remains in the artery. The
patient is generally anticoagulated to an additional extent.

And the nmgjor treatnent paranmeters are determ ned
by the cardiologist. The location of where the radi otherapy
is required, the dinensions of the artery, these are
di mensions, the diameter of the artery, the length of the
| esion, these are the dinmensions that are necessary to
establish the proper dose prescription.
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What follows then depends on the system The two
systens that have been approved require insertion of a
delivery catheter. This is essentially a hollow tube
t hrough which the source wire travels.

And positioning and assurance of the proper
position of this delivery catheter, this is done entirely
and solely by the cardiol ogist.

Then the delivery catheter is connected to a
delivery unit or the source is delivered through the
delivery catheter. |In nost beta procedures, the actua
delivery is done by the cardiol ogist.

In others, the entire procedure, for exanple,
radi oactive stents, can solely be done by the cardiol ogi st,
despite the fact that its' a radioactive instrunent.

After this is acconplished, the source is renobved,
and appropriately stored. Wo renoves it depends on the
system |In sone instances, it's a source delivery unit, and
in others, it's hand renoval or crank renoval.

Finally, the delivery catheter is renoved, and
this is done by the cardiol ogist.

Arteriograns are done to assure that no injury has
occurred by the catheters. |If so, additional work is
performed by the cardiol ogist to repair whatever affected
the artery. Finally, the wire is removed and the fina
arteriogranms are obtai ned.
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Now, for intravascul ar brachytherapy we' ve heard
much about the team the team consisting of the radiation
oncol ogi st, nedi cal physicist, and in sonme instances,
radi ati on safety officers, and the cardi ol ogi st.

And we certainly support the concept of the team
There is redundancy in the safety features that the team
performs. Many of these safety features can be performed by
nore than one menber of the team

Qual ity assurance, the nedical physicist; room
preparation, the nedical physicist; neasurenment radiation in
the room nedical physicist; after renpval assurance of the
renmoval , nedical physicist, in addition to radiation
oncol ogi st s.

So there is redundancy in the team However, it's
not a team but a single individual when it comes to the
actual source nmeasurenment. Nobody in the team but the
radi ati on oncol ogist, to date, can administer the
t her apeuti c i sotope.

And t he team concept breaks down here. Picture a
basketball teamin which only one individual was authorized
to shoot. The rest of the team would be passing the bal
around, noving up court, would have to get it to that one
i ndi vi dual who woul d shoot .

Let's say that individual was not on the court at
the tinme. You'd have to stop, bring himonto the court, and
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then get himthe ball and he woul d shoot.

So the team breaks down. And this breaks down by
the requirenment that in all of these procedures only the
radi ati on oncol ogi st can deliver that therapeutic isotope.

Now, the cardiology comunity is concerned about
safety, but a with broader definition: Safety of the
overall procedure. This can be jeopardized in several ways:

One is manipul ation of catheters within the
coronary arteries. In some of these systenms, this is done
by others, and we have seen sone instances where catheters
were inadvertently pulled out, where catheters were
advanced. The person nost skilled at manipul ati on of the
catheter, the cardiologist, nay not be the one adninistering
t he radiation.

Time, as | nmentioned, is of the essence. Despite
the excellent intentions of our radiation oncology coll eague
-- and we work very closely with them-- they are not
sitting around in our |abs waiting for these procedures to
reach a point where they come and do their thing. They're
often busy in other areas, and often these other areas are
at entirely opposite ends of the hospital

We then have to sit with that patient, with the
devices in these arteries, with the disconfort that the
patient is experiencing, and with the extra anticoagul ation
needed, while we wait for the radiation oncol ogist to cone.
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Furthernmore, sonme institutions have linited
availability of radiation oncologists. W're fortunate in
that we have a team of theminvolved in many projects, and
we generally do not have great difficulty, but it's usually
five to 15 m nutes before one of themcones. This is added
time to the procedure, and in sonme institutions, the
radi ati on oncol ogi st nmay not be available for hours, and you
do not know when that procedure reaches that point that you
need it.

Furthernore, sone procedures occur as emergenci es.
Patients with in-stent re-stenosis often conme in very
unstable. The procedures have to be perfornmed on weekends,
m ddl e of the night, and tinmes when traditionally, the
cardi ol ogi sts are present, but sonme other nmenbers of the
team may not be readily avail abl e.

Since we, the cardiol ogists, are responsible for
the patient's |ife and safety, we're very unconfortable
about the logistic problens inherent in the requirenent that
only a radiation oncol ogi st can prescribe and admninister the
t her apeuti c i sotope.

We're urging the Committee to consider support and
perhaps recommend to the NRC that training and experience
requi renents be nodified to allow a properly-trai ned and
experienced interventionalist, in addition to radiation
oncol ogi sts, to co-captain the radiation team
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This entails a reconsideration of the current
requi renents for 200 hours of didactic teaching and 500
hours of practical experience currently needed to perform
brachyt herapy or to use therapeutic nedical devices.

Let me expand a little bit: The specific use of
i sotopes for intravascular --

DR. CERQUEI RA: Dr. Raizner, you don't have too
much |l onger, so if -- I"mgoing -- you may have to
sumrari ze, because we've got three other speakers.

DR RAlI ZNER: Ckay.

The interventional cardiology community has
enphasi zed radi ati on safety in our training prograns. An
exanple is American Col |l ege of Cardi ol ogy Consensus Docunent
published in 1998, entitled Radiation Safety in the Practice
of Cardi ol ogy.

There currently is a Board certification
exam nation in interventional cardiol ogy, a significant
portion of which is dedicated to radiation safety. Joint
committees of the ACC and SCNAI are devel opi ng a know edge
base and curriculumin intravascul ar radi ot herapy.

We'd like to work with the nenbers of the
radi ati on oncol ogy conmunity to assure that such know edge
and training would assure the safe use of i sotopes.

I will nmention that there is no radiation
oncol ogi st and there is no track record in which
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i ntravascul ar application of radiotherapy is an existing
know edge base. All has arise in the |ast several years in
conjunction with the cardiology community. No prior
brachytherapy is applied to intravascul ar brachytherapy.

In sutmmary, we believe that appropriately trained,
experienced, tested, and certified cardiol ogi sts should be
allowed to administer therapeutic isotopes for the limted
application of intravascul ar radiotherapy for re-stenosis
preventi on.

We believe that the | ogistics of the procedure
dictate this, the logic is clear, and the safety of the
pati ent enhanced, not dim nished by such a policy. Thank
you.

DR. CERQUEI RA: Thank you very much, Dr. Raizner
I think what I"mgoing to do is let all three of the
presenters present, and then we'll take specific questions.
Thank you.

Qur next presentation will be by Dr. Tripuraneni
representing the American Board of Radiol ogy and ASTRO

DR. TRI PURANENI : Thank you, M. Chairnman for
giving ne the opportunity. Just like Dr. Raizner, |'m going
to use the slides instead of the paperwork, so that | make
ot her points.

I'"mrepresenting the American Coll ege of Radi ol ogy
and the Anerican Society of Therapeutic Radi ol ogy and
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Oncology. 1'Il also nmake one personal comrent at the end
regardi ng sonme of the indications.

The American College of Radiology is a
organi zation that is representing --

DR. CERQUEI RA: W don't have your slides, and
we'll stop the tiner, so you can get ready.

[ Pause. ]

Ameri can Col |l ege of Radiology is a professiona
organi zati on representing both the diagnostic and the
t herapeuti c radi ol ogi sts and al so medi cal physicists, with
approxi mately 33,000 nenbers.

Ameri can Soci ety of Therapeutic Radi ol ogy and
Oncol ogy is an organi zation that's representing nostly
radi ati on oncol ogi sts but also a broad spectrum of radiation
bi ol ogi sts, hospital adm nistrations, and radiation |abs,
and we have about 6,000 menbers.

| personally have an experience of vascul ar
brachi ot herapy of doing nmore than -- close to 400 cases in
the past five-and-a-half years.

We have done the first case in March 1995 in La

Jolla at our institution. | think we have done close to 600
to 700 cases.
And also, | take pride that we have experience in

using multiple systems, with the nmultiple isotopes, just
about all catheter-based systens, | think, at best count, in
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| ooki ng at the broad spectroscopy of the vascul ar
brachi ot herapy rather than | ooking at one systemonly.

ASTRO woul d i ke to congratul ate our Nucl ear
Regul at ory Conmi ssion for successfully conpleting the
process of the new CFR Part 35, and | think -- we think it
actually was done in a really open and professional manner
and al so, we appreciate the opportunity that was given to us
several tinmes to present our professional comunity
i nvol venent .

I ntravascul ar brachi otherapy -- we feel that it's
a tenporary, seal ed-source delivery of high dose rate, with
t herapeutic intent, and so, we feel that it's actually
covered under the Part 35 training requirenments, that there
is no further need for any discussion to |look at the
training requirenents.

On the other hand, if the NRC intends to include a
separate section for BV, both ACR and ASTRO r ecommends
usi ng the same rul e-maki ng process for establishing
i ntravascul ar brachi ot herapy requirenents, and we would Iike
to fully participate in that process, just |ike the |ast
time.

The intravascul ar brachi ot herapy requirenments -- |
think the focus should be not only on the safety of the
patient, along with the efficacy, but also, we would like to
be absolutely certain of the safety of the operators, not
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only the radiation oncol ogists but the whole team and al so
the public at large, and as you know, the team approach has
been used in clinical trials going back to March 1995, and
al so, just about all the clinical trials that have been
conducted so far are right in there.

As you know and heard from several speakers this
nor ni ng, the FDA has nandated the team approach, consisting
of cardiol ogists, radiation oncol ogi sts, and nedi ca
physicists, in both the systens that they have given their
approval, and | think Dr. Reizen has made several coments
that are practical issues, and | think, having done close to
700 cases, the coordination of the team can be worked out
and has been worked out with a relatively small group of
t hree radi ol ogi st oncol ogi sts, and at no tine patients wait
no nore than a few mnutes on the cath lab table for the
arrival of the radiation oncol ogi st.

It's just a matter of working out the details.

Al so, we radiation oncol ogi sts have a great dea
of experience working with the urol ogists and the
gynecol ogi sts and neuro-surgeons in the operating room and
we do work in the team setting, and we do understand that
the urologist is the captain of the teamin the operating
room as the cardiologist is the captain of the teamin the
cardio cath |lab, but we have successfully worked with those
ot her specialists for the optinal delivery of the radiation
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and also the optimal treatnents for whatever ail ment that
t hey have.

Li kewi se, the radiation oncologist is solely
responsi ble for the safety of the public at large, and al so
the operator and the patient, for that particular delivery
of radiation therapy in the cath |ab

I think there is a major source between the
seal ed-source delivery with the therapeutic intent, as
opposed to the diagnostic delivery.

There are 16 misadministrations that are done so
far, and | really want to enphasize that these 16
m sadm ni strations -- | do know that they have happened for
a variety of reasons.

They happened in the hands of the highly-trained,
very focused and notivated, coordinated expert teans. |
tried to use nmultiple adjectives so it actually cones across
that these are the cream of the crop that you have in the
United States, these 20 or 30 institutions that really want
to do clinical trials.

In the best of the hands, actually 16
m sadm ni strati ons happened out of 2,000 patients. That's
one order of nmagnitude nmore than what is normally seen.

We are concerned that the potential for
significantly higher rates of misadnministration in the hands
of a lesser-trained user can happen, so we strongly propose
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that the training requirenments be kept the sane for the
radi ati on authorized user.

Looking at the small practice where they do few
angi oplasties, | do not think that is the reason to rel ax
the rules for the radiation delivery, especially considering
the safety of the public at |arge and al so the operators and
the patients.

If there is enough volune, the nedical practice is
going to dictate that they will have a teamin place to
delivery the intravascul ar brachiotherapy. |f they don't
have enough vol unme, automatically the patients will be
referred to the regional centers, |like it happens in so many
ot her medi cal procedures.

Emergencies -- we do not have any data what the
radi ati on therapy is going to do when a patient has acute
coronary syndrone.

Most of the patients -- just about all of the
patients are actually schedule two to three weeks in
advance, and | don't think that, actually, we need to do
radi ati on therapy at this point in tinme for the approved
i ndication of restenosis. So, really, that is not a reason
to actually worry about that.

In conclusion, ACR and ASTRO recomend that the
same training requirenments be kept as we have at this point.
On the other hand, if the NRC intends to | ook at them we
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woul d Iike to stand by and basically participate in any
reconmendati ons that we coul d provide.

On a personal basis -- this is the last slide, and
this is not representing ACR or ASTRO, this is ny persona
recomendat i on.

| personally feel that | think the indication
shoul d be restenosis only; that is, routine clinical use.
Any ot her use other than restenosis should be done under
some sort of clinical usage protocol, whether it is
FDA- approved doesn't matter, but | really think that
actually it should be done under clinical usage protoco
setting, whatever the nechani sm may be.

| think 1'I'l stop there. Thank you very nuch for
your tinme.

DR. CERQUEI RA: Thank you. Very good
presentation, and if we can get our next speaker to come up,
it's going to be Dr. Peter Blitzer, representing the
Ameri can Board of Radi ati on Oncol ogy.

For those of you that are new to the board, we
spend a lot of tinme trying to keep NRC out of the practice
of nedicine, and we adjudicate differences between different
sub-specialty societies in ternms of training and experience.
So, this is a continuation of that.

DR. BLITZER:. M nane is Peter Blitzer

Thank you very much.
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| am here representing the American Coll ege of
Radi ati on Oncol ogy. |'m past president.

About 20 years ago, | did three years of radiation
oncol ogy residency at Mass. General Hospital

Wy did it take three years to do that?

We had extensive clinical experience, radiol ogy
bi ol ogy, didactic and | aboratory work, and extensive work in
radi ati on physics.

We in radiation oncology walk a tightrope. \Wen
we treat a patient, we're exploiting a subtle and conpl ex
bi ol ogi ¢ principle, and that biologic principle is that
radiation, in certain circunstances, danmages pathol ogic
tissue more than it danmages normal tissue. But it's a very
fine line.

If you give a little too nuch radiation, you
damage the normal tissue beyond repair, and if you don't
gi ve enough, you don't acconplish what you're trying to help
the patient wth.

Let me reiterate that the job of the NRC, as |
understand it in their charter, is to protect the public,
and the public in this case is the patients, and if we have
peopl e who aren't adequately trained, if we sonmehow deci de
that there is now this one instance where we're using
radi ati on to danage pathol ogic tissue and spare nor nal
tissue and that this is a certain special instance where you
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don't need as nuch training, | really think that's a
dangerous precedent for the NRCto take, and |I think it
woul d be abrogating their responsibility to the public.

Let me nmention, before the NRC was ever created,
there is history of inappropriate use of radiation in
treating benign disease by non-radiation oncol ogi sts.

Der mat ol ogi sts used radiation to treat acne. ENT doctors
used radi um sources to shrink |ynpho-proliferation in the
nasopharynx. Gynecol ogi sts/obstetricians used radiation to
treat post-partumnmastitis, and if you're famliar with the
literature in any of those, you'll know that there was dire
adver se consequences.

The adverse consequences didn't happen right when
they were adm nistering the radiati on but happened five to
20 years later, and I think that, to sone extent, the
cardi ol ogi sts have kind of a cavalier attitude as to
radi ati on.

They want to get in there, do their thing, and get
out, but they don't realize what may happen five to 20 years
later, and that's sonmething that we're trained to deal with,
and | think that we either need to be nenbers of the teamin
there to protect the patients or the cardiol ogists need to
undergo the full sane training requirenents that we have.

So, in sunmary, | support what Pravacar just said
to you in the ASTRO and Arerican Board of Radi ol ogy
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recommendat i ons.

Thank you.
DR. CERQUEI RA: Thank you, Dr. Blitzer
We sort of have two -- we have Bob, who presented

some questions that this panel needs to help address. W' ve
al so heard three comments really related to training and
experience, and what's the panel's -- the conmittee's wi sh?
Shoul d we take questions to the training i ssue? Should we
try to deal with Bob's problem first?

DR. ALAZRAKI: | thought we dealt with Bob's
probl em

DR. CERQUEI RA: Okay. We're done with Bob's
probl em

MS. HANEY: Maybe what we could do is, since we're
dealing with these other nine issues -- and | think they're
closer to radiation safety issues than nedical issues --
maybe if we could try to go through themreally quickly and
at | east nmmybe get some real quick prelimnary views from
the conmmttee, because these are -- that's a real time issue
for us right now as far as doing |license anmendnments under
the current Part 35, and then | think nmaybe spend a coupl e
of minutes just on the training and experience, alnost from
t he standpoi nt of naybe setting the stage for the next
nmeeting, where | think each one of these neetings will be
nmoving nore and nore into dealing with the intravascul ar
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i ssues and with the training.

So, maybe if we just spend a couple of mnutes
setting the stage for where we would go from here but not
trying to resolve anything, because | don't think we can do
that, and then we'll nmove on to the next topic.

DR. DI AMOND: During our break, a couple of us
were discussing a very inportant issue, which is, earlier,
we were di scussing sone concerns, whether it be with the
medi cal physicist training, the ganma knife training, and so
forth, and there was sone di scussion of how we woul d give
reconmendation that there woul d be sonme gui dance docunent
that would reflect some of these wi shes or concerns, and ny
guestion is very sinple.

Does a gui dance docunent or does a
guesti on-and- answer suppl enent that addresses sone of the
i ssues that were brought up -- there were three or four very
i mportant issues -- does that guidance docunment have any
statutory bearing or not, because we're getting different
per spectives here.

MS. HANEY: Any of the guidance docunents do not
carry the weight of the rule.

For the nmost part, they do carry a weight fromthe
st andpoi nt of explaining what was i ntended, and unl ess they
fall into conflict with the rule, they're a tool, they're a
benefit.



ONO O WNPE

214

If you run into a -- we can't have a situation
where a rule and a gui dance docunment are conflicting,
because the rule will always override any gui dance docunent,

and this is a non-lawer's interpretation of what's going
on, so when OCG sees these m nutes.

So, | think, David, at |east what was identified
first thing this norning, there's nothing fromny standpoint
that puts us in conflict with the rule that's on the book

So, | think a lot of these issues, maybe not al
of themthat came up this norning, but a lot of them | think
can be resolved by adding either something to the statenents
of consideration or by adding sonething in a
guesti on-and- answer sort of format.

DR. DI AMOND: | understand.
DR. CERQUEI RA: And then, sort of, again, to
foll ow up on David's question, |I nean -- and what he

proposed was actually going back and trying to revi se what
has al ready gone to the comr ssioners, so that it was nore
direct.

DR. DIAMOND: | hope we don't have to do that.
pray to God we don't have to do that.
MS. HANEY: | think, fromthis standpoint, we're

in a situation where the docunent, as nmodified, with the
itenms fromthe statenents of consideration that the
Conmmi ssi on approved -- if | change that any, | would need to
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go back to the Comm ssion

| don't believe that, unless there was a fata
flaw, that the rule would get opened again, only because
then we get back into a proposed stage, public coment
stage, things |ike that.

I think if we went back to the Conm ssion and
suggested sone m nor changes or addition of a sentence here
or there to the statements of consideration, | can do that
in aless formal nmanner, as stepping into the Administrative
Procedures Act, because it is just saying what was the
intent in hel pful guidance.

Now, | have to get all that cleared through Ofice
of General Counsel and, you know, the powers that be here at
NRC, but | believe that we can work sone type of arrangenent
to get some of these issues into the docunent that goes out
in the Federal Register, and if not, we would handle it as a
separate docunent, as an addendum

We're in a good position, because theoretically,
we don't have inplenentation for a year fromnow. So, if it
requi res another Conmi ssion paper and another SRM things
like that, we have tine to go through the nore formnal
process, but the first things that | would attenpt to work
with woul d be, say, a less formal process and just say --
because | think, really, all we are doing is clarifying the
i ntent of what was intended over the |last three years.
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We're not really changi ng anyt hi ng.

DR. CERQUEIRA: And | think it was pretty nuch our
under standi ng that, you know, in terns of the radiation
therapy treatnment, that if you didn't require everything --
but that it's only when we basically started the
i mpl ementation by doing the boards that the issue cane up.

| amcertain there's other things where we had
assunptions which, if you really question them there nmay be
sonme variability of interpretation and we have to basically
do that for everything, and | think it's not worth this
conmittee's tinme.

DR. DI AMOND: | understand.

DR. CERQUEI RA: Ckay.

DR. AYRES: The specific safety precautions are
addressing the issues |I brought out in our m sadmnistration
presentati on.

The nost |ikely over-exposures to personnel with
many of these devices is actually grabbing the catheter
where the sources are.

So, | think one appropriate radiation safety
precaution would be to wear extremity dosi neters when doi ng
this kind of work. This would be, you know, a |license
condition type of requirenment or proposed |license condition
type requirenent.

The other one is, as | said, in the one device, we
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identified two failure nodes, which the vendor has supplied
corrective actions. However, they're not required. The two
corrective actions are a back-up already attached, a fluid
supply, in case you have premature exhaustion of fluid, and
the other is what's called an introducer sheath to prevent
crinping in the catheter, and the issue is whether we should
require those by license.

DR. WLLIAMSON: |I'msorry. These sound like
they're very specific precautions for individual devices.
Is it your intent to require a |icense anendnent for every
si ngl e device?

DR. AYRES: Well, we're going to have to do these

i ndividually by license anmendnment, because Part 35 -- we're
talking -- I'monly talking old Part 35, that's what we've
got to do now -- requires each one to be addressed

i ndi vidual Iy, because they individually have to be exenpted.
There is no provision to |licensees now.

DR. CERQUEI RA: The paperwork and costs and
everything el se associated with that is trenendous.

DR. WLLIAMSON: |If one has the CORDI S system and
then wants to go with one of the other iridiumbased or
photon-emitting systens, a separate |icense amendnent is
going to be required.

DR. AYRES: Yes.

DR. CERQUEI RA: Cathy has infornmed me that there's
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no way of getting around that. So, that's a given.

MS. HANEY: But that's one of the reasons why
we're trying to fix Part 35.

DR. AYRES: Right now, we've got to do it with the
| east flexible capability.

DR. ALAZRAKI: Wth the new Part 35, how would
that be different?

MR, GRAHAM This could be up to four years from
now with states. So, we're not talking just a year

DR. AYRES: There's also a lot of this that's not
likely to be a conpatibility requirenent either with
agreenent states.

DR. ALAZRAKI: Cathy, with the new Part 35, how
woul d that be any different?

M5. HANEY: Well, if we would nmeke the decision
once and for all that this is, in fact, 35.1000 and we have
enough experience, we theoretically would nmove into a
proposed rul e stage that would deal with this type of use,
and you'd al nost set up a whole new set of regul ations, so
you're not dealing with it by license amendnent.

The other way you can deal with it is 35.400 in
the new rul e says that you can use any source as long as it
is approved in the seal ed source and device registry for
that type of use, and I'mnot familiar enough with the SS&D
sheets on these, but if the sealed source and device sheet
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allow this type of use, then it actually does fall under
35.400 in the newworld, in the new Part 35, and then you
could go ahead and start using it.

Now, the one issue that woul d have to be addressed
under that is there may be sonme requirenments in 35.400 that
do not apply to this type of use, and then you would need to
be exempted fromthose couple of requirenents, but that's --
alittle bit of this is waiting to see when -- you know, how
things all fall out with the uses and what's being used, but
we're closer to not having to require an anendnent for each
one of these with the new 35.

| nmean we're not conpletely there, but we're a | ot
cl oser than we are right now.

The problemwi th the current regulations is the
35.400 has specific sources tied to specific uses, and this
is just not there.

DR. AYRES: The way we hope to go is issue sone
gui dance to the regions and out through the agreenent state
progranms and the way we think this out to go, and that would
be the first thing, and ideally, later on, we could set
conditions for classes of device, such as proton-emtting,
beta-em tting, un-contained, but it's alittle earlier right
now.

DR. CERQUEI RA: So, | guess the feedback is we
feel that this is burdensone, but there doesn't seemto be
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any way out of it.

DR. W LLIAMSON: | think that we ought to be
fairly parsinonious and not be nore specific than is
necessary for safety.

So, for exanple, the ALARA program requires
badgi ng and wearing of finger badges whenever there is a
possibility of exceeding the MPD. It really does.

So, why is it necessary to have a specific
regul ation for that, because maybe you mi ght have sone
system where, in fact, it's not necessary to touch it, like
a high dose rate.

DR. AYRES: That's why |I'mjust putting it out for
comment .

DR. W LLIAMSON: Well, I'mcomenting, okay?

| don't think we -- | think you should really,
really avoid narrow technical requirenments that apply only
to single systens and do your best to try and make them
generic as you can be under the circunstances and realize
this is going to propagate through the whol e agreenment state
system and we may, indeed, be saddled by these restrictive
regul ati ons, even in the 35.1000 area, because you know,
that certainly happened with the tenporary |icensing
gui dance for high dose rate and renpote after-loading. It
was very difficult to undo sonme of that.

DR. AYRES: Well, | can give you one of the
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reasons why it shoul d be.

I can tell you from experience and very recent
experience that, if we have mis-adninistrations that are
device-oriented -- in other words, due to sone weakness in
the device -- they're always rapidly addressed and
corrective actions are demanded, and if we can prevent
those, we're way ahead of the gane.

It can result in, you know, barring the use of the
device till redesign or sonething. |If we can take care of
it adm nistratively and prevent it, we may be ahead of the
curve.

So, if we know there's a weakness and we don't

address it and we start running into -- severa
m sadm nistrations is all it takes.

DR. W LLIAMSON: |'mtalking about, you know,
finger dosinmeters. It's certainly easy to punish sonebody,

and everybody will know that, and then they'll do the right
thing. Wiy is it necessary to inmpose a big regul atory
effort?

DR. AYRES: That's not a big issue.

DR. CERQUEI RA: Hold on for one second.

We have a representative from Novost who Cathy
feels has sone information that may help clarify a few of
these issues, and | suggest we let them-- a very brief
presentation, perhaps.
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DR. REED: Thank you for giving ne this
opportunity to speak.

The first thing 1'd like to say is -- well, I'm
Craig Reed. | ama health physicist. | amalso a forner
radi oactive material |icense reviewer and a seal source and
device evaluator with State of Illinois, and |'"mcurrently
the radi ation regul atory manager with Novost Corporation and
have been for several years, and let nme say this up front.
I have, you know, had the opportunity work around Dr. Ayres
and see his work, and | have been very inpressed with the
| evel of detail and the tenacity at which he has taken this
effort, and only a forner regul ator can appreciate that.

So, | would like to comend the effort that Dr.
Ayres has done. | know he's done a lot of work on this, and
there are a Il ot of devices and a | ot of issues.

DR. CERQUEI RA: W need to be very focused,
t hough, because of the tinme restraints.

DR. REED: Ckay.

I think Dr. Ayres has presented a | ot of
i nformati on about devices, but let nme say this right up
front about the Novost Beta Cam System

The devi ce has been evaluated. There's a seal ed
source device registration certificate for the device. The
State of Georgia has evaluated it and deened it suitable for
licensing, and that's typically acceptable by the states and
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NRC syst ens.

It's also been through the FDA PMA process. W' ve
treated a significant nunber of patients, and we can say the
device is safe and effective, and | think to come to a
committee neeting here and attenpt to dissect the device
design or, you know, present, you know, regulatory barriers
to a treatnent that nmight be very significant to the
popul ation of the United States is a mistake, and | think we
need to focus on the big picture, on how we can acconplish
getting this device into use.

Currently, everyone under |linited scope needs an
anmendnent to get this device because of the way the existing
rules are witten, and to the extent that that could be
avoided in the future, that would be great.

I've read the proposed 1000, and it doesn't seem
to preclude that, okay? It seens to suggest that anything
you use that's not existing in the current regulations is
goi ng to need an anendnent.

So, you know, | don't see that that's being
resol ved here.

You know, what | would like to see is the nedica
use comm ttee focus on, you know, what it takes to get this
new devi ce into use.

So, | just want to say that.

Thank you.
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DR. CERQUEI RA: Jeff, a quick comrent?

DR. W LLIAMSON: | take that as supporting what
' m sayi ng.

I think tiny little things that apply to
i ndi vi dual systens should not be there, and | think there
shoul d be |ike a guideline that says the |icense amendnent
shoul d address known mechani sms of the device that cause
source retraction failure.

That woul d be a nice general requirenent and woul d
force all of the users to look into the sort of history of
the use of the device and nmake individual precautions as
necessary and in a flexible way, because what happens if
they fix the catheter so you don't need an introducer sheath
anywhere? Then you have to wite a |icense anendnent to get
rid of that small technical provision.

So, | think this is not a reasonabl e approach

DR. REED: From a risk-based perspective, the
devi ce has been eval uated safe and effective, and what el se
do we need to say here? The device design has been
evaluated. |It's safe and effective.

DR. AYRES: Well, of course, that's always
subj ective

Now, understand, safe and effective means that, in
ri sk-benefit, benefit outweighs risk. There are risks with
all of these intravascul ar brachi ot herapy systens.
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DR. CERQUEI RA: So, you've got like nine things.
Maybe we could -- why don't you just run through the list,
and we can go back, perhaps?

DR. AYRES: These are just considerations, and
part of them are based on, during the trials, observed
probl ems and attenpts to avoid them

Ot hers are just cautions to users. Cearly,
they're going to need to amend their quality managenent
pl an, because this is a new nodality.

VWhat about written directives? There are certain
thi ngs, one needs to review that, but there are known things
that are done that are done differently in cancer therapy.

In other words, when a patient suffers ischema, a
non-fractionated treatnment becones fractionated. There's
really no problemwith that, but is there a problemw th the
| anguage? We need to look at that. And clearly, treatnent
is termnated if nedical conplications necessitate it
prematurely, and that shouldn't constitute a violation of a
written directive or anything.

Those issues need to be | ooked at. | understand
-- and if there's any others --

DR. CERQUEI RA: You don't have the list for us,
but those are the itens that you specifically need to nmeke
deci sions on, right?

DR. AYRES: |f anybody had any comments about
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things that could run afoul of our regulatory requirenents
because of sone requirenent, new nodality, we should try to
renove that barrier, if it's reasonable to do so

DR. CERQUEIRA: And | think you've heard the
committee say that, you know, there's been testing with the
device by the FDA. You've heard the manufacturer nmake sone
comment s about approval in Georgia.

DR. AYRES: | understand all that.

DR. CERQUEI RA: And we should try to basically
ei ther, you know, nmake those requirements that you've
listed, you know, a one-anendnent thing that can be done for
the license, rather than multiple, in the best way possible.

Some of the other issues, again, | think we can
try to incorporate.

Sonme of those things are the practice of nedicine,
you know, the decision to stop a procedure.

DR. AYRES: Wiat's |I'msaying is we want to avoid
realistic practice of medicine issues causing violations
with our existing regulations, which it can happen if we
don't wite the licensing properly.

DR. CERQUEI RA: Ckay.

Jeff?

DR. W LLIAMSON: | am synpathetic. These are
certainly all problens, but they are all problens that exist
with, you know, all existing brachiotherapy nodalities.
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The anendnent to the QW, if this falls, it's
Iicensed under the existing 35.400. Wy is the current QW
| anguage not adequat e?

Secondly, you know, a treatnment -- any
brachi ot herapy treatnment can be interrupted by the
aut hori zed user based on the medical condition of the
patient, and that entails, you know, a verbal order to
term nate the treatnment and then a foll owup amendment or
revision to the prescription within 24 hours.

So, why isn't that |anguage okay?

DR. AYRES: Well, the unusual aspect that isn't
covered is going fromun-fractionated to fractionated just
because of tenporary ischem a, and then they retreat, and so
on.

DR. CERQUEI RA: | guess what we're trying to do is
keep it sinple, and if you've got rules out there that may
al ready be in place for other types of radiation therapy,
then they should be applicable here, and so far, none of the
things that you've identified are unique for this
application.

DR. AYRES: Not entirely, no.

DR. NAG As I'mlistening to all of these points
-- 1'"ve been doing brachiotherapy for a long, long tine, and
simlar problens have come up with all the other kinds of
brachi ot herapy | have done.
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So, why do we not nmake life a ot sinpler for
everyone, a lot easier for rulemaking? Place intravascul ar
brachi ot herapy in the same context as 35.400, and all the
probl enms are the sane.

DR. CERQUEIRA: That's where it is under the
current rule.

DR. WLLIAMSON: It's not possible to do that
under the existing framework. That's the answer.

DR. CERQUEIRA: This is for licensees of specific
scope. That nmeans anything that's not identified in Part
35, like iridium192 for cancer, iodine-125 for cancer
requires a |license amendnent. There's no way around that.

We can't argue away the license amendnent. So,
what we're trying to do is decrease the amunt of paperwork
that's invol ved.

DR. WLLIAMSON: |'mnean there's just no question
that this is a |license amendnment issue.

DR. CERQUEI RA: So, what other specific things
have we not addressed? | would suggest, in the future, if
you could give us a list, preferably ahead of tine, people
on the plane could at |east begin to --

DR. AYRES: Well, there was a little m x-up on the
di stribution of the hand-outs which | had prepared a couple
of weeks ago. The intention was there to do that. | nmade a
deliberate effort to do that. There was an adm nistrative
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problem so it didn't happen. M apol ogi es.

DR. CERQUEI RA: So, what other specifics can we
answer for you? | mean we've got this body of experts here.

DR. AYRES: | think everybody recogni zes we' ve got
specific licensees and exenptions for each and every one,
and | just listed sone sanple issues, and if the conmittee
has any, I'd be glad to hear them but we're going to have
to get some guidance to start down that path.

M5. HANEY: We'll also take e-mails after the
nmeeti ng.

DR. CERQUEIRA: |f you could send us the specific
list of itens in an e-mail, we could basically --

DR. AYRES: Well, | think the next thing that will
happen will be the guidance getting out. W're kind of up
against it right now

DR. WLLIAMSON: | think the only thing on here
that | ooks like it's unique -- nunber two, |icensing issues,
nunber two -- is the enmergency procedures and response
training. | think, indeed, that is specialized, and there's

probably reason to expect a special plan, nore |ike
hi gh- dose-rate brachi ot herapy.

Use in un-shielded cath labs -- | nean that's
covered by existing regulation. | don't see a problem
DR. AYRES: M intent with that is -- | would

caution our regions to be conscious of evaluating the 10 CFR
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Part 20 requirenents, because it could easily be exceeded.

DR. W LLI AMSON: But existing 35.400 and Part 20
covers that quite adequately. Everybody knows what they
have to do.

DR. AYRES: Nothing new, just a caution

I don't think we should get into new Part 35.
It's too premature. W can tal k about that after we get
nore experience and it gets closer

DR. CERQUEI RA: Maybe we could bring our three

speakers back. We'IIl take like 10 m nutes of questions and
we'll break at 3:30 for like 10 nminutes and then we'll cone
back and finish the agenda.

DR. NAG | have a question and comrent.

One of the mmjor problens in intravascul ar
brachi ot herapy was the fact that the radiol ogist had no idea
that the radiation source -- you will not have the
t hr ee- di nensi onal know edge.

All of these require nore than just a few hours of
training in radiation oncol ogy, because you have to have a
t hree-di nensi onal radiation dosinmetry that requires a few
hundred hours, and when you have a radiation oncol ogist with
all that background, it is to your benefit.

You want the procedure to go quickly. If you are
admi nistering the catheter in and out and you have soneone
el se, that will be faster for your patient to have two
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peopl e rather than to have the same individual

DR. CERQUEI RA: You're making a | ot of statenents.
You need to ask sone specific questions and give thema
chance to respond. | don't nean to cut you off, but we have
themsitting there, and let's not think of this as
oncol ogi sts versus, you know, radiologists. W're dealing
with patient safety issues.

DR. NAG  Having both together will help the
pati ent safety

DR. CERQUEIRA: Try to nmke the coments brief and
ask specific questions rather than maki ng nore conments.

DR. NAG In ternms of the emergency issue, what
happens in your hospital when a patient with a radiation
i mpl ant needs an energency to have the inplant out? Don't
you have a radiation oncol ogi st who can cone within the next
15, 20 minutes to renove an inplant?

DR. RAIZNER: Well, | can't say, because we're not
i nvol ved with the energency inplants in other departnents,
and yes, that is likely to be available in our hospital but
not necessarily available in other institutions.

Now, |'m not advocating that every hospital in the
United States or in the world have this resource avail abl e,
but the availability of radiation oncologists is variable in
different institutions.

DR. BLITZER: | would chall enge that statenent.
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There are over 4,000 board-certified radiation oncol ogi sts
in this country. |If you care to |ook at the ASTRO
directory, you'll find radiation oncologists in virtually
every even small nmedical comunity.

DR. CERQUEIRA: Well, this isn't a fact-finding
group here. We're not here to address those kind of issues.

We'lI | keep going. One question -- really, try to
make it a question rather than a statenent.

Dr. Di anond.

DR. DIAMOND: Dr. Raizner, at your institution
who provides the radiation consent for your vascul ar
brachi ot herapy procedures?

DR. RAIZNER: All of these patients are done on
protocol. The protocol requires not only the cardi ol ogi st
to explain the procedure but the radiati on oncol ogi st to
neet with the patient beforehand and discuss the radiation
speci fic issues.

DR. CERQUEI RA: Jeff?

DR. W LLIAMSON: Couldn't the conflict between the
trai ning and experience requirenents requested by Dr.

Rai zner and the two radiation oncol ogy representatives be
dealt with by nore flexible technical requirenents that
woul d, say, not necessarily require the physical presence of
the radi ation oncol ogist to actually | oad the source into
the patient but be involved up front with the signing of the
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written directive and the consenting of the patient?

DR. BLITZER: 1'll take a stab at that.

Each patient -- we're wal king that tightrope
bet ween delivering too nmuch radiation and too little.
There's deci sions that have to be nmade based on the
distribution of the radiation in an individual patient.

There's no way to do that in a a priori way.
You've got to be there, and you've got to take an active
deci si on- naki ng role.

DR. TRI PURANENI : When things are going well, |
think they do go well. | think the training and expertise
really cones into practice when things go wong, such as
basically a misadninistration or basically sonme sort of
acci dent .

That's where | think the authorized user can
really make a difference

DR. RAIZNER: | would argue that all of the
current use of radiation for restinosis in an artery is
recent data and none of this is present in traditiona
radi ati on oncology literature or training prior to the
introduction of this field five or six years ago.

DR. BLITZER: There's nothing unique in the way
radi ation affects the cells in coronary arteries. The
radi ati on bi ol ogy has been established for 20 or 30 years.
That's not true. And there's nothing unique about the
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physi cs of the way this brachiotherapy is done, as Dr. Nag,
|"msure, can tell

DR. McBURNEY: If there were to be sone ot her
trai ning and experience requirenent for the specialized
procedures, either for stents or for the renote
after-1oaders, what would you reconmend?

DR. RAIZNER: | woul d recomrend sonet hi ng nore
akin to the use of radio-pharmaceuticals, in which the sanme
safety issues potentially prevail, perhaps some blend

between the two requirenents, but the requirenent of 500
hours of didactic training and 200 hours of practica
experience seens very excessive to us for this field of
recent know edge and very limted application

It is not cancer. It is not cancer of other
organs, and we agree that the radiati on oncol ogi sts have
vast know edge in these other areas. This is a very limted
and specific use.

DR. CERQUEIRA: |'m here as a cardiol ogist, as
well, so I"'mkind of in an awkward position, to sone extent,
but do you envision every cardiologist doing this, or what
do you see as the requirenments? Which cardiol ogist and what
ki nd of training should they have to do this?

DR. RAIZNER: | certainly do not see every
cardi ol ogi st doing this, and | believe that, if one sets
training requirenents at levels which require a full and
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exhaustive know edge of this specific field, that we wll
el im nate probably 80 percent of cardiol ogists from seeking
that kind of training.

I'"'m not asking for a weekend course. |'m asking
for a full in-depth training programcovering the full body
of know edge that's needed and the experience, and not nany
cardi ol ogi sts woul d have the wherewithal to achieve either
that education or that experience.

So, it would not be thrown open to the cardi ol ogy
public in general

DR. CERQUEI RA: There is a fourth year, you know.
Basi cally, people are doing three years of cardi ol ogy
training, and there is an interventional cardiol ogy program
Do you see that as the people who would be doing it,
basically three years of nedicine, three years of
cardi ol ogy, and then an additional year of interventiona
cardi ol ogy?

DR. RAIZNER: | would see this as either
i ncorporated into that year of the training or as an
extensi on beyond that year of training.

I do not see the current training as adequate for
this field.

MR, LEEDHAM  This question is for M. Reed.

Did your investigators in the clinical trials have
training prograns that they were required to go through?
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DR. REED: Yes, there was proctoring required as
part of the clinical trial for those positions.

MR, LEEDHAM Okay. And criteria for who could
participate in the trials?

DR. REED: Yes, cardiologists, oncol ogists,
medi cal physicists, radiation safety officer, as a team
yes.

MR, LEEDHAM It night be hel pful if that kind of
training program woul d be provided to the NRC staff, so they
coul d see what training was provided or participated in.

DR. REED: O course, that is part of our required
FDA approval, and the training manual has been subnitted to
State of Georgia as part of our seal ed source device
regi stration.

DR. CERQUEI RA: Richard?

DR. VETTER: Fromthe patient's perspective, |'ve
heard various nunbers, up to several hundred thousand people
who are going to need this procedure. WII| the radiation
oncol ogy conmunity be able to assist the cardiol ogy
comunity in neeting that need?

DR. TRI PURANENI : We | ooked at the numbers, and
think it's estimated that there will be approxi mately
100, 000 patients.

At this point, the current estimates are radiation
oncol ogi st time invol vemrent woul d be approximately 60 to 90
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m nutes per patient, and if you |look at the regiona
centers, relatively nediumto |arge-volunme centers, it is

anticipated that it will be covered adequately, with sonme
nodi fications in the personnel noving back and forth.

DR. WAGNER: | think the issue here is quite
cl ear.

The issue just boils down to a matter of adequate
radi ati on safety training in order to get these procedures
done, and the question has been raised as to whether or not
the 200 hours of classroomand the |aboratory training is
excessi ve and whether or not the 500 hours of work
experience is excessive, and | think that's what Dr. Reizner
is raising, this issue.

Do you have any recomendations, Dr. Reizner, as
to specific changes that could take place that would
adequate neet the radiation safety needs of these
procedures?

MS. HANEY: | think when you' re answer that
question, though, | think you need to go beyond the 200 and
the 500 and | ook at the three-year requirenment, because
don't really think -- and that's in the current regulations,
as well as the new Part 35, because | don't think -- at
| east over the last three years, the issue that |'ve heard
is not so nuch whet her someone has 200 hours of didactic and
500 of practical, it's the three years in radiation
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oncol ogy.

DR. CERQUEIRA: The last tinme we had heated
di scussions on this -- | nean the issue was the three
clinical years.

I nmean should a cardiol ogi st have to do three
clinical years?

DR. WAGNER: Yeah, | think that's the issue that
really has to be addressed.

Dr. Reizner, did you have any specific
recomendati ons as to how the current rules should be
changed to neet those needs?

DR. RAIZNER: |'m not prepared to give specific
hours, no.

| am prepared to say that | believe that some of
the trai ning and experience requirenents that are in place
for the use of radio-pharmaceuticals could provide a basis
fromwhich T&E requirenents for intravascul ar brachi ot herapy
can be net.

DR. WAGNER: | guess | would have a conment with
regard to that, and that would be this.

I've seen npost of the training and recommendati ons
that come out of the cardiology community, and they are
nostly related to diagnostic.

They are not really specified for the higher
i ntense and nore risk higher doses that would conme with this
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kind of treatnent, and they woul d have to be revised to neet
those standards, because this is a risk-based type of policy
now, and the question is what's the risk with regard to
radi ati on, what are the levels that are being used, and
what's the training that's really necessary to nmake sure
delivery is adequate.

I think, right now, the FDA is requiring that the
oncol ogi st be part of that team It's not us here. |It's
the FDA that is requiring part of that team and it's for
the purposes of neeting the needs of the radiation safety as
it presently exists.

So, | think this commttee has al ways been willing
to review things on an as-need basis, but | think we would
have to have sone specifications and better recomendati ons
with regard to specifics as to what is adequate to really
neet the needs in this higher-risk situation.

DR. CERQUEIRA: | think that's probably what we'l
end up going to at future neetings.

John, you had a conment.

I"d like to hear fromsort of the non-nmedica
people on the committee, because they have |less of a vested
interest in this.

MR. CRAHAM Just a clarification of Dr. Reizner

My under st andi ng was that you thought this m ght
be only 20 percent of the cardiol ogists that woul d propose
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to take the additional training to be able to performthis
procedure? | know that was a guessti nmate.

DR. RAIZNER: Yes, that's a guesstimate based on
the fact that this is essentially a sub-specialty within
cardi ol ogy, that the nunbers of patients are not
al | -inclusive.

That is, not every patient would be applicable to
this, and so, the investnment from the standpoint of a
cardi ol ogist to seek the additional training and experience
woul d not pay for himin terms of the rewards in nunbers of
cases that he m ght do.

So, | believe that, probably across the board in
the United States, no nore than 20 percent of cardi ol ogists
woul d have the volune and the need and the referral base to
justify getting the training and experience.

MR, GRAHAM  Just one other question to Dr.
Blitzer.

Ot her than the 200 hours/500 hours that's
enunerated as specific training related to radi ation safety,
what percentage woul d you estimate of the additional three
years is tied to radiation safety versus |earning the
clinical know edge base to function as a radiation
oncol ogi st ?

DR. BLITZER: Well, maybe |'m naive, but | don't
make a distinction between the radiation safety that's going
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to happen right in the roomand the radiation safety that's
going to happen to the patient five years later, when his
heart is damaged by excess radiation.

MR, GRAHAM The FDA is requiring that these
patients be followed for five years.

DR, BLITZER. Right. But I'mleading up to
answering your question.

So, | think that three years of clinica
experience are absolutely necessary. | think it's crazy to
decrease the training requirenment on a new technol ogy which
we don't even understand, as well as the nobre proven
t echnol ogy.

Why woul d we have a new technol ogy and say you
need | ess than three years of training?

DR. CERQUEI RA: Let me get comments from ot her
menbers of the panel. | always want to hear the patient's
perspective on this. And then we'll go to Dr. Di anond, who
had a questi on.

MS. HOBSON: Well, this is kind of a tough one for
me, because |'m not a technical person and |'m not trained
i n medi ci ne.

Just sort of my common sense response to what you
all have said is that, if it's a routine procedure, | don't
see why a radiation oncol ogi st could not be present in the
room and ready to performthe procedure.
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I nean | don't see why a patient should have to
wait, if it's a routine procedure, as a matter of scheduling
people to be there when they should be there.

I guess |'m anbi val ent about what happens in an
energency procedure. | don't have any idea how often that
happens, but perhaps there should be, you know, maybe sone
provision -- and | don't know what that would be -- where,
in an energent situation, soneone other than a radiation
oncol ogi st could remove the stent or whatever would need to
t ake pl ace.

Is that practical?

DR. TRIPURANENI: Wth the experience we have in
t he begi nning, we had difficulty coordi nati ng schedul es, but
at this point intime, it actually flows very snoothly.

Sone of the difficulties come because when Dr.

Rei zner is doing angioplasty, sonetines it doesn't go as
pl anned. Sonetinmes they may require an additiona
hal f - an- hour or 45 mi nutes.

So, we tine it such that it can be worked out
within a particular institution, depending upon their
particul ar needs.

Regardi ng the energencies, again, at this point in
time, having done close to 700 patients, at this point in
time, they can be schedul ed.

In other words, within one to two days of |eeway,
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t hey can be schedul ed.

On the other hand, if they have to have a
| at e- ni ght angi oplasty, | do expect it probably falls into
the practice of nedical practice and the radiation
oncol ogi st, whoever is working with the cardi ol ogist, nore
than likely will end up coming to the cath [ aboratory and
then basically provide the necessary service.

We do do this at this point for our patients with
cancer. So, | see these patients no different.

MS. HOBSON: But you do see that there would be
occasi ons when a radi ati on oncol ogi st woul d not be
avail abl e.

DR. TRIPURANENI : It is expected by the hospita
medi cal staff that there is a radiation oncol ogi st avail abl e
24 hours, seven days a week.

DR. BLITZER: W have cancer energencies -- SVC
obstructions, spinal cord conpressions, some brain
net astases. We're on-call 24 hours a day and we cone in.

We will be available. W are available

DR. RAIZNER: | would just say that | have no
doubts that, at Dr. Blitzer's institution and at Dr.
Tripuraneni's institution, the radiation oncol ogi sts are
top-notch, ready and available and nore than willing to work
with the cardiol ogist.

| don't think that's universal, nor can it be
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expected to be universal. It essentially, therefore, ties
the cardiologist's hands to performthese procedures only
with the good grace of the radiation oncol ogi st, sonething
that realistically is not going to happen universally.

DR. CERQUEI RA: Dr. Dianond, you had a question?

DR. DIAMOND: Yeah, if | can ask my question for
nore than ei ght seconds without being cut off by the chair

That has to do with the issue of consent, and
guess, if | can direct this to the nmenbers of the panel and
to Nikita, as well, what's going to happen when a person
suffers an untoward event, maybe because of the radiation or
maybe not because of radiation, five or 10 years down the
line, and what's going to happen if there's not an
i ndi vidual with very, very extensive radiation training and
background when that conmes in front of a jury?

| nean one great concern that | have is that there
will be an untoward event one night and that this will be on
the front page of the newspaper all across the country the
next day and a potentially very inportant therapeutic
nodal ity may be destroyed, and in our practice of radiation
oncol ogy, our prejudices that we face every day about the
use if ionizing radiation will be reinforced.

It's something that has to be considered, and I'd
like the panelists' opinion and I'd also like to hear Ms.
Hobson' s opi ni on.
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MS. HOBSON: I'Il go first.

In a routine procedure, | don't think there would
be any excuse for not using the best avail abl e person, who
in this case appears to me to be the radiation oncol ogi st.

In an enmergency situation, as | say, |'m
anbivalent. If I'"'mgoing to just lay on the table and die
waiting for the radiati on oncologist to get there or | could
| et someone el se do the procedure and I'"'mgoing to die five
years fromnow, | would probably elect to take the extra
five years.

DR. CERQUEIRA: | don't think it's ever that kind
of a situation.

DR. DIAMOND: It was nore directed towards our
nmedi cal /| egal environnent. \What's going to happen if
sonmeone gets in front of a jury and a very clever prosecutor
says, you know, Dr. So-and-So, can you tell nme where you did
your training in radiation oncology? Wll, | really didn't
do it. O Dr. So-and-So, where did you do your training in
nucl ear medi ci ne, and you say oh, do you intend to tell ne
that you're fully qualified to go and counsel these patients
regardi ng i nforned witness consent, and that was the genesis
of ny question.

MS. HOBSON: | understand your concern, and it's
sort of strikes a note with me, because today | have
listened to regul atory people who are interested in
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protecting the regulatory environnment, and we have nedica
peopl e, probably rightfully so, trying to protect thenselves
agai nst mal practice suits and prosecution, but you know, the
patient is the receiver of this, and the patient should be
the focal point of all of our considerations.

DR. TRIPURANENI : | want to provide the best of
care, whether the patient has cancer or whether the patient
has heart disease

My primary focus and goal is to provide the best
of care, 24 hours, seven days a week, and | think nost of ny

col | eagues across the country, | think, basically operate on
the sanme prem se
To answer Dr. Dianond's question, | think that's

going to be a tough one. That's the reason why FDA mandat ed
that patients be followed for at |east five years, and in
our practice, we like to follow themfor life.

When | conme to the cath lab, | amnot com ng there
just with my expertise in radiation safety, but | bring in
what | have acquired during nmy three years of radiation
therapy training and lots of other things that actually I
have |l earned in ny practice of radiation therapy in cancer
on ot her benign di seases.

So, I'mbringing actually a wealth of know edge to
the cath |Iab and actually applying that.

We have actually | earned over the past three to
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five years.
So, actually, we are using technology to actually
wel comre sone of the probl ens.

So, |I'mactually bringing nore than radiation
safety to the cath lab
So, | think | still go back to, | think, three

years of training, with the practice in radiation oncol ogy
that has a broad-based experience.

DR. RAIZNER: | n response to your question, there
is not a radiation oncologist in the world, including the
very bright coll eagues here, that can tell you what they
shoul d I ook for in five years after intravascul ar
brachi ot herapy. There is no track record, there is no
literature, and there is no information.

W are all starting at the sane stage and

know edge of this and we are all |earning together
The problens that were nentioned earlier with edge
effects -- it was inplied that our |ack of know edge of

vol une and mass created this phenomenon of edge narrow.

Bear in nmind, all of these were done with
radi ati on oncol ogi st s.

This is a field that's an infant field, and
nei t her cardi ol ogi sts nor radiation oncol ogi sts began this
wi t h any background know edge of what happens when radiation
is applied fromwithin an artery in a radial manner
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It's non-existent in any field of radiation
oncol ogy to date.

DR. BLITZER: But we don't want have a | esser
training requirenent for a new field.

It seens like a new field -- | would chall enge you
that we can't extrapolate a | ot of our current know edge,
but be that as it may, we don't want to have a |esser
training requirenent for a new and potentially very
dangerous nodality of treatnent.

DR. CERQUEIRA: | think we should take a break
We' re way past our break.

I'"d like to thank our three presenters and the
conmittee, and we'll reconvene in 10 minutes, five of 4:00.

[ Recess. ]

DR. CERQUEI RA: Diane Case is going to present.

DR. CASE: Unlike many of the people that you've
seen today and you will see tonmorrow, | haven't presented
before this commttee before.

|'ve been in the audi ence before nany tinmes, but |
haven't actually participated nyself, and I would really
like to thank Dr. Ayres for setting up such a nice
i ntroduction for ne, seeing that part of mnmy presentation is
somewhat simlar in nature.

However, I'mgoing to preface ny tal k about
t her aspheres by saying what we want to do is conme up with



ONO O WNPE

249
some gui dance for licensees to use this particular device,
and the guidance is not based on our intentions of providing
nore regul ati ons.

Actually, it's nore of a point of providing
clarity, providing clarity at the sane tinme as providing
safety to patient and safety to the personnel who are using
the material, as well as fitting in with our NRC strategic
pl an and the NRC goals which Dr. Cool spoke of this norning,
and that is to decrease regulatory burden, but at the sane
time still provide effective and quality radiation
protection.

So, let me just quickly go through sone slides.
Hopefully you've all read nmy hand-out. |'msure that you
did. It's probably the first thing that you did. | don't
know i f you've War And Peace before, but if you have, you
can certainly get through ny docunment, and once again,
apologize if there were any typos, but the one that you
received fixed those up. |'msure that you found all those
typos, as well, when you read it.

As you know, we have energi ng technol ogi es conming
up, types of nedical devices to deliver radioactive doses or
radi oactivity to treat patients for nedical conditions, and
one of the reasons for our new Part 35 is to try to capture
the changes in technology that are occurring very rapidly.

This particular device that we have in front of us
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now, therasphere device -- |I'musing the word "therasphere.”
That just happens to be the manufacturer's nane for the
device that's out currently. However, the use of itrium90
m crospheres for this particular therapy -- the idea has
been around -- and the clinical trials have been around for
quite some tine.

So, this is not necessarily to single out
t heraspheres itself.

Regul ations are applicable to the current 10 CFR
35, are applicable to certain uses for radioactive nateria
-- brachi ot herapy, radiation therapy, diagnostic -- but if
you | ook at the brachiotherapy regul ations, they are very --
somewhat prescriptive, and we're starting to see these
devices that don't neet a lot of the criteria, and the way
that one would regulate themis going to have to change
because of the particular unique characteristics of those
devices, and this itrium90 nmicrosphere or therasphere is
one such device.

| put the third bullet there, guidance necessary
for unique nodalities. Please take the word "necessary"
with a grain of salt.

"Necessary" nmeans we want to provide the |icensees
with the best possible guidance that we can give them
Li censees are actually asking us what do we do? So, we're
trying to provide themw th assistance and gui dance.
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Agai n, inmedi ate exanpl es of therasphere device
and what is NRC s interest in this? It's not to
over-regul ate, but we want to nmintain that the requirenents
and provisions of 35 are provided for, and that's the
protection of the public health and safety, as well as the
NRC mi ssion and strategic plan

Let me tell you quickly about the therasphere
device. It's the itrium90 which is enbedded in a glass
nm crosphere. The itrium 90 does not |each out. The
half-life of itrium90 is 64.2 hours. It's a pure beta
emtter, and the average energy is .937 NEV.

So, contrary to external -beamtherapy in which the
-- you have tissues that's being irradiated, as well as the
tumor tissue, the betas afford a short-range therapy to the
[iver tunors.

The therasphere use right now -- the FDA has -- is
regulating it, if that's the right word, as a human use
devi ce, humanitarian use device, and the manufacture and
di stribution of this device is under an HDE, human device
exenption, and what this nmeans is that users of this device,
the therasphere device, have to use it for a particular
reason and only that reason, and that reason, right now, is
radi ati on treatnent or as an adjunct to surgery or
transplantation in patients with un-receptable cellular
carci noma, and also, | just wanted you to notice that,
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because of the status, you have the follow ng sentence.

"The effectiveness of this device has not been
denonstrated. "

So, this statement has to be provided in the
package i nsert of the therasphere device.

Again, the difference between a hard versus
pre- mar ket approval is somewhat of an abbreviated clinica
trial prescription and an analysis that's required to use
sonet hi ng, as opposed to use the pre-nmarket approval.

One of those things is that it's going to treat a
di sease that is in a small fraction of the popul ation, and
it al so provides an incentive to manufacturers to devel op
useful techniques that they may not do because of the
financial constraints.

If it's only going to be hel ping 4,000 peopl e and

it's going to cost us a mllion dollars, two mllion dollars
to manufacture, then what's in it for the manufacturers?
And | ater one -- or you can read in the notes --

there are sone other constraints on HDEs that again kind of
conplicate the matter for us.

The gl ass m crospheres conme in a vial, and I'm
going to get to that picture in a mnute, but really, the
t herasphere device is a vial of itrium90 m crospheres, and
they're supposed to conme in unit doses, anywhere from 135
millicurie up to 450 millicuries.
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At the time it was first approved as an HUD, they
had three dosages that they cane in.

So, you have a vial, and with this vial conmes an
admi nistration kit.

So, again, we're going to see in a mnute it's the
admi nistration kit that also causes this to be sonewhat of a
very uni que nodality.

It's also unique because it's a pure beta enmtter
and we' Il get into that in a mnute, as well

The gl ass m crospheres remain in the |iver
permanently, even though the itrium90 eventually decays
away. There's no evidence that that causes any harmto the
patient.

And | don't know if you can see this bottom
bullet, but if you ook at all the definitions that we have
available to us in Part 35, staff -- or the staff concerned
with this particular matter -- has determined that itrium90
nm crospheres are, indeed, brachiotherapy seal ed sources.

There's been a |l ot of discussion of why aren't
they call ed radi o- pharmaceuti cal s?

Well, if you look at the definitions of drugs and
devi ces and you | ook at the radi o-pharmaceuticals and seal ed
sources, you will find that this -- these m cro-spheres,

each one of them individually, they neet all the
definitions of a sealed source and a brachi ot herapy source,
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not as a radi o- pharnmaceuti cal .

They don't act biologically in the body.

DR. WAGNER: Because of the way they're delivered,
do they get into the bl oodstream and are elimninated through
t he bl adder?

DR. CASE: No. W'Il get to the adm nistration,
but 1'Il just say quickly it's administered by a catheter,
hepatic artery, goes right to the liver.

DR. WAGNER: It's 100-percent trapped in the
liver.

DR. CASE: |If it goes to the liver -- whatever
goes to the liver will be trapped in the liver.

DR. WAGNER: Well, what if it doesn't?

DR. CASE: Well, whatever goes to the liver wll
stay in the liver.

DR. CERQUEI RA: |s there any experience | ooking at
ot her parts of the body?

DR. CASE: I'mgoing to be getting to that, and if
I could go back, | would change it now and re-order ny
sl i des.

The reason |'m here today is because |'ve been
tasked with coming up with sonme gui dance that we can give to
licensees on how they can use this material.

For exanple, |icensees have cone and asked us what
is a ms-adnmnistration, what do we do for a witten
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directive, prescribed dose?

Al so, the training and experience requirenents,
whi ch you're going to |ove

DR. W LLI AMSON: Wiy do broad-scope |icensees have
to submt |icense anendnents?

DR. CASE: W're going to get to that, as well
and |I'Il tell you why, because the unique characteristics of
the therasphere device, because it doesn't fall into the
categories in Part 35 under brachiotherapy or under anything
el se, as a matter of fact --

DR. W LLI AMSON: For a broad-scope licensee, it
doesn't have to.

DR. CASE: Well, broad-scope |licensees al so have
to meet the definitions of a ms-admnistration, a witten
directive, and prescribed dose, and so, because the current
Part 35 definitions are not applicable to this device, then
all licensees are going to have to make sonme provisions for
what a mis-admnistration is or a prescribed dose is based
on the characteristics of this device.

DR. WLLIAMSON: Now, these two centers that are
using it -- can you give nme the nunber of total doses that
have been administered to patients?

DR. CASE: W're going to get to that.

DR. W LLIAMSON: Ckay. | think nopst of us have
read this, probably.
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DR. CASE: Have you? Ckay.
Sone of the adverse events -- elevated |iver
enzynmes, gastro-intestinal toxicities, and this is
i mportant, because when you | ook at the ulcers,

perforations, henorrhages -- and there have been deaths
attributed to G or stomach toxicities, and actually, they
are events that are -- that could be -- could have not
occurred but did occur.

You put three to six mllicuries of technetium 99

into the artery and you take a | ook at the lungs and the
stomach and the G tract to see if there's any shunting that
goes there.

Fromthis, you determ ne patient eligibility. You
can deternmine the adm nistration activity based on what kind
of dose you want to give, and then, after adm nistration,
you' re |l ooking for any enmergency, the efficacy, and al so,
any m s-adm nistrations.

Here's the assenbly. The theraspheres cone in
this vial right here, and the assenbly kit, everything here,
comes pre-packaged with the vial of theraspheres.

Now, if you read the package insert, the package
insert advises that, to get the best administration, that
you do, in fact, use all of the included |Iines and syringes.

Contra-indications -- any deposition to the G
tract which cannot be corrected or if there's any indication
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that you could give nore than 30 gray in a single treatnent
to the | ungs.

Now, actually, every clinical test that | have
| ooked up in any reference that | have -- in all of them
t hey have always not given this therapy to anybody whose
shunt test did show that they were going to get nore than 30
gray to the lungs, and al so, they've never given it to -- or
fromwhat | can tell, they do not give to anybody who shows
any deposition in the G tract.

Administration is generally 5,000 to 15, 000.

Li censees that have been using it so far have been using
approxi mately 3 gi gabecquerel, about 80 millicuries or
15, 000 centigray or 15,000 rem

DR. DI AMOND: Hepatic tolerance is 15, 000
centigrade to the whole liver? 1'd like sone clarification
on that hepatic tol erance about 15,000 centi grade.

DR. NAG If you are injecting it into the tunor,
if you are selectively putting into one artery, you can give
it to that segnment only.

DR. DIAMOND: That's very inportant. It's a
partial liver dose or tumor and i mmediate vicinity dose, but
you get 15,000 centigrade and it will not work.

DR. CASE: Ckay.

Getting back to the question you had about why
this is inmportant for all |icensees, the patient comes in,
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they have a catheter put into their hepatic artery, and the
t herasphere adnministration kit is put together, assenbl ed,
and you have the theraspheres in the vial, you put the
syringes in by hand, and then what you do is push saline
through. That puts the radioactivity or the itrium 90
nm crospheres into the hepatic artery.

The hepatic artery is the blood supply that goes
right to the tunorous tissues. Once the mcrospheres get in
there, they get stuck in there or enbedded due to their
physi cal size, and once they're in the liver, they're not
net abol i zed and they're not biologically active.

M sadm ni stration, you would say that
conventionally, you could say, brachytherapy, radiation

dose, involving the wong individual, isotope wong,
treatment site -- | tried to hide these other things, and
t hought, well, for --

DR. CERQUEI RA: We have a question

DR. WLLIAMSON: |I'msorry, I'"'mreally confused

about the legal basis of this, of what we're trying to do.
Is this a nodification to the existing Part 35?
DR. PACE: No.
DR. WLLIAMSON: Is this sonething to go in the
new 35. 10007
DR. PACE: No, no. Can | answer that question?
DR. CERQUEI RA:  Yes.
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DR. PACE: At the beginning, | thought | described
that this is guidance for |icensees who are going to be
using this therasphere device, and this guidance actually
came about or our discussion about providing guidance cane
about due to |licensees asking us how are we going to --

DR. W LLIAMSON: That's what |'m asking.

DR. PACE: So our reasons for doing this is,
again, not to increase regulatory burden, but for clarity.

DR. CERQUEI RA: Well, sonme of the background
information is useful, but | think some of us have already
read it. Maybe you could sort of get to the question.

DR. PACE: Sure, all right.

MS. HANEY: Jeff in a way this is sinmlar to the
i ntravascul ar, and that is that unfortunately, in the
current 35, it falls between 35.300 and 35.400. But because
of definitions, the closest place we can put it is 400.

If we were in the new 35, nmaybe we could call it
an energing technol ogy, but in the neantine, we have people
that want to use it right now, and we're just really | ooking
for what are the best definitions for msadninistration,
what are training requirenents?

Shoul d we require 35.300 users or a 35.400 user
those are kind of some of it. So, | mean, Dan, | don't even
think you need to go through the |icensee experiences. |
think that if you just -- do you have --
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DR. PACE: | believe | have a question about that.
DR. CERQUEI RA: Now, what questions do you really
want us to answer? | think it would be --

DR. W LLI AMSON: Wiy don't we get to that.

DR. PACE: Ckay, | understand that your patience
is running low here. | felt it was inportant to present
some of this information to nmake sure that everybody was
onboard, because this isn't just adding nore regul ations.

Again, | said, we're clarifying what nmakes this
device so unique is that the theraspheres are in here, but
this administration assenbly has quite an inpact on the
admi nistration of this theraspheres to the liver.

The potential for human error, using this, is
hi gh, and, in fact, one of the misadnm nistrations that did

occur, did occur because of inserting -- having to manually
i nsert these syringes thensel ves.

So I won't go through any of this. | guess if you
want to get right to it, we'll just talk about the training

and experience requirenents, potential authorized users.

I can tell you that the staff associated with this
-- not everybody, but the staff who are trying to fornulate
this gui dance, believe that the use of the nicrospheres for
brachyt herapy should be perforned by a team consisting of
the 35.200 authorized user and a 35.400, 35.200 being a
di agnosti c nucl ear nedicine, and the 35.400 being the
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brachyt her apy physi ci an.

The reasons for this? Mximze the palliative
effect, to decrease the adverse effects, which can be
actually quite detrinental. |In fact, you can actually do
some good, perhaps with this.

But if you do it the wwong way, you could, in
fact, adversely affect the patient to prevent intolerable,
| ethal effects, and to ensure radiation safety.

The --

MS. HANEY: Diane, | think you can stop there,
really. The question | would just pose to the Comrittee now
is, given what you' ve known from the package, what type of
user? Do you agree with the Staff approach?

DR CERQUEI RA:  No.

MS. HANEY: O at |least what's being tal ked about,
a 200, a 400 user, or what do you see it as? | think that
if we could just open that up for a couple-mnute
di scussi on.

DR. CERQUEI RA: You need sonmebody to put the
catheter in; you don't need a cardiologist this tinme, but
you have an interventional radiologist who's there al so;
don't you?

MS. HANEY: Yes, but again, do you need to go
there for radiation safety purposes?

DR. CERQUEI RA: No.
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DR. WAGNER: Well, | don't know.
DR. PACE: Does everybody here understand the way
that a person -- it's determ ned whether or not an

i ndi vi dual can receive this?

DR. CERQUEI RA: Jeff?

DR. W LLIAMSON: | want to say sonethi ng about
this whol e approach. It really concerns ne. It |ooks to ne
i ke what you've done is, you've taken the sort of proposed
package i nsert, which are the instructions fromthe vendor
and you're trying to turn it into a regulation.

And this seenms wong. | nean, why do you need to
| egi slate down to the nearest tenth of a mllicurie, how
much dose a radiation oncol ogi st can give to the |lung?

DR. PACE: | think that perhaps you're

m sunder st andi ng the intention here.

DR. WLLIAMSON: Well, no I'"'mnot. Let me finish,
okay? |1'msorry.

DR. PACE: | think you are, but --

DR. WLLIAMSON: This is a general comment that it
seens to nme that nmuch of this could be acconmpdated by the
exi sting 35.400 regul ati on, which would require -- which
basically allows the radiati on oncol ogi st a fair amunt of
latitude as to how the witten directive is witten.

DR. PACE: |Is the 35.400 going to do the
| ocal i zation studies?
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DR. WLLIAMSON: | think that's an issue of
nmedi cal practice, you know. Wiy does NRC have to get
i nvolved in |egislating how and who does exactly these
studies? | think a radiation oncol ogist orders, you know,
the appropriate study from nucl ear nedicine, and in nost
hospitals, only qualified nuclear nedicine practitioners are
allowed to do localization inmaging.

That's covered under existing training and
experience requirenents. So why is it necessary to single
out this procedure for this nuch sort of regulatory
structure?

DR. PACE: It's actually the structure is not any
different than what exists right now As | said before,
it's sinply a clarification.

DR. W LLIAMSON: Well, | think it's too specific
and you' ve gone beyond safety into practice of nedicine.

DR. CERQUEI RA: Dr. Nag?

DR. NAG I'Il give you ny practical experience
with a very simlar thing: And I'mglad that at that tineg,
the NRC was not overl ooki ng, because we used |odi ne-125
seeds into the vessel, and were putting theminto renal
tunors.

Now, again, you are using the -- you are using the
-- that humans have a nmore -- and therefore the radi oactive
material will go into the vascul ar tunor.
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Before that, you performa die study to see where
the vascularity is. And then there was no specia
regul ati on required, other than the brachytherapy
regul ati ons that were already there.

The brachyt herapy regul ati ons that you already
have are -- , except that the source is now smaller than the
| odi ne-125 seeds.

You can put |odine-125 seeds into the rena
vessel, and going into the tunor and can get stuck into the
tumor which is exactly the sane thing you are having here,
except it's a smaller, alittle smaller source, and in terms
of m sadm nistration, you can use the same definition you
have now, that we prescribe |I'mgoing to put X-nunber of
mllicuries into the renal vessel. Here it will be the
liver vessel

You know, all the other definitions can remain the
same. The other thing | woul d suggest is not by specifying
it only for liver, because then you are tying the hands of
t he physi ci an.

DR. PACE: |I'msorry, not what?

DR. NAG  Not specifying this to be only in the
liver.

DR. PACE: Well, that's what the FDA has done.

DR. W LLI AMSON: But you don't need to --

DR. NAG You don't need to say that, because
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can foresee the simlarity of this to be used in other
tumors. So why can't you put radiation safety issues --

DR. CERQUEIRA: Let's not deal with sort of
indications. | think that's an inportant point, but | think
the question they' re asking, they're reconmending that it
shoul d be a team of a di agnostic authorized user, and
somebody.

Why do you need the 35.200 user?

M5. HANEY: That's the for the | evel set there.

DR. PACE: That would b for the tests for the --

DR. CERQUEI RA: Why does that person -- why isn't
that a routine clinical study? Wy should you get into
t hat ?

DR. PACE: Well, this is what -- actually, this is
why we're here today.

DR. CERQUEI RA: W' re saying you don't need the --

Sally, you've been very patient.

MS. SCHWARTZ: Traditionally in nuclear nedicine,
we do studies now, injecting technetium ]l abel ed MAA, and we

do sonething very simlar to this. | nean, it's not
directly into the liver, but certainly it just -- and we do
it through different -- | nean, radioactive naterials are

injected into the CSF fl uid.
| nean, they're injected nunerous ways.
DR. PACE: Right.
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MS. SCHWARTZ: Not necessarily does the NRC

regul ate anything, | nean, with regard to the specific
i njection.

DR. PACE: What you have to do is, you have to
understand that this is not a radi opharmaceutical; it is a

seal ed source

MS. SCHWARTZ: The first portion where you're
injecting the technetium |l abeled MAA, that's a
radi ophar maceuti cal

DR. PACE: Right, right, right, right.

MS. SCHWARTZ: And that's why it probably doesn't
need to be regul at ed.

DR. PACE: But the thing is, |I don't think -- |
need to know where you say it's regul ated, because | don't
know where you're saying we're regulating that.

DR. NAG You don't want to include the authorized
user.

M5. SCHWARTZ: Technetium | abeled MAA is a
currently-approved --

DR. WLLIAMSON: It's a clinically-indicated --

MS. SCHWARTZ: Radi opharmaceuti cal

DR. PACE: They're saying if we use a 400, that
wi |l cover everything.

DR. WLLIAMSON: Yes, it wll.

DR. PACE: Ckay, | appreciate that.
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DR. W LLIAMSON: The other thing is that your
written directive is so specific. It's based on the package
insert which I think reflects a fairly prelimnary and
probably primtive know edge of how to use this device, and
| agree with you, it's a device.

But, you know, eventually, you know, newer and
nor e sophi sticated nethods of doing dosinetry will be
devel oped.

DR. PACE: This is --

DR. W LLIAMSON: Let ne finish one nore thing.

The other thing is, in many areas of brachytherapy, there
are constraints on normal tissue that we have, and that we
observe, and these do not to have to be in the witten
directive for any other brachytherapy procedure.

That's sort of up to the authorized user to go and
| ook at the bal ance of what is going to be acconplished and
be on behal f of the patient, versus danage to normal tissue,
and it's a clinical decision.

So | don't know why that needs to be coded into a
speci al, you know, definition of witten directive and
m sadm ni stration for this kind of patient.

DR. CERQUEIRA: | agree. Let's hear Dr. Leedham

MR. LEEDHAM In this case, it's a little bit
different. There are other instances.

The other ones, they were approved devices. This
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one is a humanitarian use device, and it's nore anal ogous to
an | DE where they are actually collecting data and providing
t hat back.

So, in this case, the nore that the package insert
or the labeling is followed, is very critical. There wll
al so be restricted distribution of who can participate in
this.

So | think that as far as protocols go,
participation will be according to the |abeling, because it
is actual, ongoing studies; it's actually a trial

DR. PACE: That's right, and that's what | wanted
to say, was that this is an interim guidance for those
licensees who want to use it right nowin its current state,
inits current form and given the information that we have,
as well as the licensee's experience.

DR. W LLIAMSON: So why is this needed for a broad
scope |icensee anynore? You don't require this for a
participant in a intravascul ar brachytherapy trial that's
under the supervision of FDA through an |IDE, so why does
this have to be so detailed? Wy can't sort of FDA
supervise it?

DR. PACE: Sinply because the definitions of the
m sadm ni stration witten directive and prescribed dose, as
witten, are witten for devices -- are not witten for this
device. This device just cannot nmeet those requirenents
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because that's a seal ed source.

It cannot neet the definition of --

DR. W LLIAMSON: Sure it can. Wy not?

DR. CERQUEIRA: It's covered under 35.400.

DR. W LLI AMSON: How are pernmanent inplants
handl ed now?

DR. CERQUEIRA: | think all of us are mssing the
question. So if you could please tell us the question

MS. HANEY: Let nme try. The issue, Jeff, is that
in the current 35, a witten directive for all other
brachyt herapy says the radi oi sotope, nunber, sources, and
source strengths, and after inplenentation but prior to
conpl eti on of procedure, the radioi sotope site, tota
source, strength, and exposure tine, you can't do all those
things for this.

So we need to change, we need to have an
alternative for this. So the question that's on the table
is, for this use only, we need an alternative definition for
what needs to go in the witten directive, and, then, of
course, it falls out fromthat, as far as when you get into
m sadm nistrations. That's what on the table.

Because what is in here right now, doesn't fit.

DR. NAG In a permanent inplant, there is an
exception. |In a permanent inplant, the activity -- that's
how | do a permanent inplant. | prescribe the nunber of
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millicuries that | need to give, and it's called a pernmanent
i mpl ant .

This is a permanent inplant, and it's going to
stay there all the tinme, and you prescribe the nunber of
millicuries. | mean, | have been doing this for many years
with I-125, rather than a mcrosphere, and | have been
putting it in the vessels.

And | prescribe X-nunmber of mllicuries that |
want to give to the site, which in this case indicates that
it will be delivered.

DR. PACE: But what we wanted to do is include
sonmething as far as misadm ni stration goes --

DR. NAG  Sane definition of msadninistration
woul d apply. If I"'mputting X-nunber of millicuries into
here, 1'mputting X-nunmber of mllicuries into the liver.
The sane definition would apply.

DR. PACE: Right.

DR. NAG You don't have to create anything.

DR. PACE: However, this is a different device,
and |'m sure that whatever you're doing now is one thing.

DR. WLLIAMSON: | think that technically it could
be handl ed by just nodifying the existing definition to
del ete nunber of sources and requiring total activity.

It has nunmber of sources, too, so | think you're
right; you have to del ete nunber of sources, but you could
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have total activity.

DR. PACE: This is a very sinple thing.

DR. W LLI AMSON: And/or absorbed dose, just as
it's stated now.

DR. PACE: All right, how about when the
cal cul ated adni ni stered dose differs fromthe prescribed
dose by no nore than 20 percent of the prescribed dose you
put to the liver?

DR. WLLIAMSON: Well, how do we handl e the
situation in prostate brachytherapy where you do a permanent
i mpl ant, and you don't al ways have control over, for
exanpl e, what is the m nimum dose.

So if you were prescribing the mnimum dose for
i mpl ant and you notice it fell 25 percent short, you know,
then you woul d have a option to revise the witten directive
to say what it is that you observed on the post-inplant
dosi netry.

DR. PACE: But the permanent inplant that you put
in does not necessarily have a probability of migrating to a
different site.

DR. WLLIAMSON: Yes, it does, to sone extent, or
potentially being inplanted to the wong site in a subtle
way that you couldn't detect.

DR. PACE: Right.

DR. W LLI AMSON: But again, you know, you've put
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i nside here, you know, constraints that, you know, the FDA,
| guess, constrains physicians to observe. But, you know,
that's their |law and they constrain it. | nean, in no other
site for brachytherapy, do you put normal tissue constraints
or require, you know, ancillary procedures.

"Il give you an exanple: |If one were treating
Hodgki n's Disease with a Cobalt-60 teletherapy unit, if you
didn't put the lung blocks in, it would be a disaster

The patient would have intractable pneunonitis,
but you do not require, you know, that the authorized user
specify that after 15 gray, |'mgoing to put the |ung bl ocks
in, and that if you don't put the lung blocks in, it's a
m sadm ni stration. |It's bad nedical practice, but do you
see ny point?

In many areas of brachytherapy and tel etherapy,
there are inportant normal tissue constraints that the
radi ati on oncol ogi st uses in defining the prescription, and
that is, | think, if you look at the nedical policy
statement, you know, outside of your purview

And maybe for this device, it's between the
physi ci an and FDA, but why is it NRC s business?

DR. PACE: | don't think it's NRCs -- | think
it's NRC s business to ensure, you know, the safety of the
public, and also to -- but | don't think that -- | do not

think that anything that's been added, or anything that's
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here -- but with your advice -- | don't see it as adding --
I nean, | don't know if you're sensitive to everything
becom ng nore constraints, nmore constraints, but | can
assure you, we don't want to have nore constraints.

W're trying to clarify for the licensees who are
actually asking us for this.

DR. WLLIAMSON: Well, | think --

DR. CERQUEI RA: Dr. Ruth.

DR. McBURNEY: My coment was on the authorized
users, and | agree with the Staff reconmendation that the
di agnostic part of that should be under the 35.200, and the
ot her shoul d be consi dered brachytherapy and under the
35. 400.

MS. HANEY: There are no changes that are needed
there, so with -- so that noves us into the current
definition for witten directive.

DR. DI AMOND: What's that page, please?

MS. HANEY: On page 10 -- oh, on 35-4 and 35-4;
that's the current regs.

But under 35-5 is the definition for witten
directive. And where | was | ooking was Item 6, and for al
ot her brachyt herapy.

And that does not work in this case.

DR. NAG Now, there's an exception for I-125
per manent i npl ants.
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MS. HANEY: Where are you | ooking, Dr. Nag?

DR. NAG | know that | have been dealing with
per manent iodine inplants every day.

I"'mtrying to find it in here, but in the
per manent inplant, the way we define pernmanent inplant and
we prescribe, we say we want X-nunber of millicuries to be
i mplanted into the area, and then we inplant and the
m sadm ni stration is not by dose, but by nunber of
mllicuries.

So it's -- and | know you do have it in here. Let
me find the permanent inplant area, exception for permanent
i mpl ant s.

DR. WLLIAMSON: He wants the definition here.

MR, LEEDHAM Can | ask a question: Kathy, where
in Nunber 6 does this not work?

M5. HANEY: |In the nunber of sources.

DR. W LLIAMSON: You can't sinply say that you
used a vial?

MS. HANEY: No.

DR. PACE: |If also | can just say one thing, as
far as the adm nistration device goes, there have been sone
problems with it with the licensees. It doesn't seemto be
wor ki ng as well as one m ght hope that it woul d.

And this is where also the part conmes in about
m sadm ni stration. That is another thing that | had hoped
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that we would tal k about, but I'mactually -- | actually
don't want to get into it.

But how are we going to determ ne what a
m sadm ni stration is? It's a pure beta emitter; it's being
i njected or administered through all these syringes and
through all these tubes, and we have found that |icensees
have found pooling in the stopcocks, and they've found that
one only gave 38 percent of the intended dose.

Now, of course, an under-dose, well, you could say
that that's not so bad, but the question is, what happens if
the person is inproperly pre-screened and anything goes to
the A tract or a certain anmount goes to the lungs and the
person does, in fact, die frompneunonitis or fromd tract
conplications? And that is inportant.

DR. WAGNER: But to nme, that situation, that's a
nmedi cal situation. | mean, those are nedical conditions and
things that can occur in nedicine. Patients are advised of
the risks and possibilities.

And in the practice of nedicine, this applies to
anything in the practice of nedicine. | nean, you go in for
surgery, see what they tell you.

| don't see why in this situation we have to worry
about msadnministration with regard to this. This is a
matter of things that can go w ong.

They shouldn't, if you have really good control on
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this, but |I guess there is sone chance that they m ght
happen, and it's the risk patients have to take.

DR. PACE: Right.

DR. CERQUEI RA: Jeff?

DR. PACE: | suppose there is a reason for
nm sadm ni stration that -- we're not going to have that
definition anynore, but the pure definition of
m sadm nistration is to find out whether out not the
i ntended dose or the intended activity was given.

So --

DR. WLLIAMSON: |1'd like to make two points about
this, one general point and one specific suggestion for you
about this device:

I think the general point is, | would inagine at
some point, either this device is going to go away or the
conditions on its use are going to be liberalized, and naybe
ot her kinds of colloidal sources that are seal ed sources
like this will appear.

So | would urge you to think generally, and try to
come up with a very flexible set of regulations.

DR. PACE: These aren't regul ations; these are
gui dances for the licensees using this materi al

MS. HANEY: Well, be careful. They're not
regul ati ons, but what you're | ooking to use these for are
Iicense conditions.
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DR. PACE: Yes.

MS. HANEY: For use --

DR. W LLIAMSON: They're de facto regul ati ons.

M5. HANEY: Which in this situation, would
actually beconme a requirenent that is a big deal

DR. WLLIAMSON: Can | finish ny comment? Okay,
so my general conment is, is totry to think a head a little
bit and not to be so special -cased and narrow that you can
only see the sort of one single device and the i medi ate
clinical indication that's before you, and be a little nore
gener al

And | would say, yes, probably -- now, to be
specific, | think probably both the witten directive and
the misadministration definition need to be nodified a
little bit.

And | would say it's reasonable for this case to
keep the existing definition, but delete the requirenment to
report the nunber of sources, since that can't be done, and
consider certainly total activity and maybe total absorbed
dose.

O | woul d suggest probably |eaving that at the
di scretion of the practitioner. So that's the specific
poi nt .

For m sadm nistration, | think -- thinking back
what is the concept of misadministration? |It's an error



ONO O WNPE

278
that involves a technically-avoi dable mnistake on the part of
the caregiver, not sonething that happens because of the
patient's medical condition.

DR. PACE: Sure.

DR. WLLIAMSON: O as a consequence of a nedica
judgment by the practitioner that you may di sagree with,
but, you know - -

DR. PACE: No, I'mright there with you.

DR. WLLIAMSON: So | would say that in this
situation, a reasonable definition would be, you know,
defining it in terns of the percentage of activity that goes
fromthe vial into the catheter, since that's the sort of
one part that, you know, really is under technical contro
of the practitioner, is how nuch of the activity goes from
the vial into the catheter, into the patient.

And | think to sone extent, what happens to it, at
| east in the general case, and in nore general indications,
can't always be controlled with the level of rigidity that
you would Iike, and you shouldn't make a regul ation.

DR. PACE: No, and that's why in the
m sadm ni stration, we put in here, that it says the wong
treatment site, if prelimnary shunt tests were not
performed, not perfornmed properly, or the results were not
used.

DR. W LLIAMSON: But | would say that's going too



ONO O WNPE

279
far. | would not agree with that.

DR. NAG  Okay, now, the present regulation -- I'm
just reading out fromthe present regulation, 35-4, and
brachyt herapy m sadninistration is already in there,

i nvol ving wong patient, et cetera, wong isotope, excluding
for permanent inplants seeds that were inplanted in the
correct site, but mgrated outside the treatnment site, where
the m gration has been taken care of already.

MS. HANEY: But that's only for the definition of
m sadm ni strati on.

DR. NAG Yes, right.

MS. HANEY: That doesn't help us with witten
directives.

DR. NAG Well, that's what |'mtal king about
that, too, 35-5, under page 35-5, the prescribed dose that

the -- of radi opharmaceutical and brachytherapy, either the
total source strength -- and here you can give it in terns
of source strength -- and exposure tinme, here the exposure

time is permanent, or the total dose, and here you are not
tal ki ng about total dose.

So it is covered.

DR. CERQUEIRA: So it sounds |like -- Diane, they
seem happy with the way -- there's enough witten rules
already. The only problemis just the nunber of --

DR. WAGNER:  Sour ces.
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DR. CERQUEIRA: Sources. So it seens like it's an

easy fix that's already dealt with for the npost part. |Is
that not true?
DR. NAG It will make your life a |ot easier.

DR. WAGNER: It makes your life a |lot easier if
you just say that all you need to do --

DR. PACE: Well, who is the person who said we
were | ooking at patient -- we have to renenber the patients,
right? So we said that.

DR. WAGNER: Thi s addresses the issue of, nunber
one, you've got everything and all you've got to do is take
out nunber of sources and tell the user that they don't have
to consider nunber of sources since that's not applicable in
this application.

And then use the definitions under permanent
i mpl ant for defining m sadm nistration.

DR. DI AMOND: Excuse ne, but just to follow up
what you need, | think, froma rational basis, is to a tota
admi nistered activity and an estimated bi ouptake by the
organ of interest. That's it, an estimate biouptake of the
organ of interest, which in this case is the liver.

MS. HANEY: | would say that that might be true,
but | think you m ght want to consider the existing
definition and try to start with that and then back off,
rather than putting a whol e new concept.
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You're putting out a good idea, but then it starts
to become nore and nore inconsistent with the other
definitions, which is not -- if we don't have to go there,
woul d say, not go there, but if you can get it by just
del eting one or two things fromthe current definition, it
nm ght be an easier way to approach it.

['"mnot --

DR. DIAMOND: |'mjust saying that what you want
to know froma rational basis, is how nmuch dose an organ is
getting; that's how you do it.

MS. HANEY: Okay.

DR. CERQUEI RA: But you're going to have to
calculate it, and | don't think we want to go into that
area. John?

MR, GRAHAM As a lay person, | guess as the idiot
savant for this group, trying to translate all of the
techni cal discussion that takes place, can this be as sinple
as the fact that the ACMJl recognizes that the Therasphere-7
device requires a |license anendnment under the current Part
35. 4007

DR. CERQUEIRA: | heard that.

MR. CGRAHAM And that the ACMJI recomends no
restriction on condition of use beyond the FDA | abel
because it does narrow this down to a very restrictive use,
correct?
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DR. CERQUEI RA: Right.

MR. CGRAHAM  And ACMJI recommends that the license
anmendnent include guidance that the witten directive does
not require specification of the nunmber of sources, and that
the Iicense anmendnent will use the definitions under
m sadm ni stration for permanent inplants?

MS. HOBSON: Correct.

DR. NAG And | will just add one thing:
Everything else | agree with, but you said you take out the
nunber of sources, which is correct, but you have to have
total activity. You need to have the total activity.

MR, GRAHAM |I'Ill take a friendly amendnment to
this proposed notion, that technically gets us where we need
to be.

DR. WLLIAMSON: | think it's already in there,
it's already inherent in what he said.

DR. CERQUEIRA: Do | hear a second on this notion?

DR. NAG  Yes.

M5. HANEY: | think we need nore discussion.

DR. CERQUEI RA: Mbre discussion? |If we have a
second, then we can have di scussion.

MS. HANEY: Okay, all right.

DR. CERQUEI RA: Okay, we have a second, okay.

Di scussi on?
M5. HANEY: Can | discuss?
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DR. CERQUEI RA:  Yes.

MS. HANEY: When you say the definition for a
permanent inplant, that -- | think we need to be a little
bit nmore definitive in your statenment, because if you | ook
at 35.4, it's under all brachytherapy, and the itens that
Dr. Nag referred to is an exclusion for permanent inplants.

But | want you to realize that Itens Il and I1l1I--
well, 1 guess, Roman Nunerals Il and IV still apply, so
there's no -- if | went and took your recomendati on and
tried to ook in the current Part 35 for the
m sadm ni stration criteria for permanent inplants, |'m not

going to find it.

So, what |I'mkind of asking for is a nodification
of your statement that we would use the criteria for
m sadm ni stration that is in -- on page 35-4 under ItemV
Brachyt her apy Radi ati on Dose.

DR. WLLI AMSON: Yes.

M5. HANEY: You have the exclusion in there for
the permanent inplants if they do migrate. You have the
wrong patient and wong treatnent site and things |ike that.

Item |1, involving a sealed source that is
| eaking, | nean, that's not going to really apply in this
case.

Item |1l doesn't apply because it's a tenporary

i mpl ant, but the bigger one is Item4, are you in agreenent
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with the cal cul ated admi ni stered dose differs fromthe
prescri bed dose by nore than 20 percent. And if you do,
then you're fine with going with what's in the current regs.
So we don't need a nodification then to the
m sadm nistration criteria.

DR. CERQUEIRA: So are you willing to take those
nodi fications, John?

MR, GRAHAM Certainly.

DR. CERQUEIRA: All right, so we've nodified his
original notion.

DR. DI AMOND: Pl ease restate your notion.

MR, GRAHAM We usually get this. The ACMU
recogni zes that the Therasphere-7 device requires a |license
amendment under the current Part 35.400, and the ACMUI
reconmends no restriction on condition of use beyond the FDA
| abel .

And ACMUI reconmends that the |icense amendnent
i ncl ude gui dance that the witten directive does not require
speci fication of the nunmber of sources -- you guys want an
amendment in here, so --

DR. CERQUEI RA: Just put activity, that you want a
total activity.

DR. NAG Just the total activity.

MR, GRAHAM -- will require specification of
total activity?
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MS. HANEY: And radi oi sotopes and radi onucli des.
MR, GRAHAM  Specification of total activity, and

radi onucl ides, and mi sadministration definition will be
applied using ItemV for a brachytherapy radi ati on dose.
MS. HANEY: | could rmake it easier for you; that

the brachytherapy -- that the definition for a brachytherapy
m sadm nistration as defined in the current Part 35, does
not need to be nodified.

MR. GRAHAM  Fi ne.

DR. W LLIAMSON: One nore friendly suggestion is
that you renove the clause referring to the conditions of
use being limted to FDA, because that's already covered
here by Section 814.110 of the Federal Code, which you can
see on page 22, Attachment 3.

There is already a | aw that says the conditions of
use for HUD are required to be in accord.

DR. CERQUEI RA: That's different than saying that
we' re reconmendi ng that the NRC doesn't restrict it beyond
t hat point.

DR. WLLIAMSON: So | guess |'msaying that it
shoul dn't conment on restriction of use at all. Because at
some point, no doubt, either this device will go away, or
FDA will liberalize it, and nore general off-label uses will
be legal, and in that case, | don't think NRC wants to take
a position.
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MR, GRAHAM There was a di scussion of potentially
restricting this use beyond what the FDA has di scussed.
That's what | heard.

DR. W LLIAMSON: | guess that what |'msaying is
that it's unnecessary for NRC to reaffirmthe restrictions
on the | abel because existing FDA regul ati ons are adequate.

MR, GRAHAM  What you're not follow ng, Jeff, is
that potentially, they can introduce restrictions beyond the
FDA | abel. You're looking at it fromthe other side of the
par adi gm here.

DR. CERQUEIRA: | think it needs to be specified.

MR, GRAHAM If the FDA opens this up later to
ot her uses, this covers it automatically. This just says
that the ACMJI recomrends on restriction on condition of use
beyond the FDA | abel. |If the FDA nodifies the |abel, okay.

DR. W LLIAMSON: That would nmake it as a |license
condition then, off-label uses are not possible; that would
be a violation of the license.

MR, GRAHAM Actually, it does not. Listen to the
sent ence.

DR. WLLIAVMSON: All right.

MR. CGRAHAM The ACMJ recomrends no restriction
on condition of use beyond the FDA label. So as |long as |
stay within the guidelines and the | aw of what the FDA | abel
allows, we're not adding any restriction beyond that.
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DR. W LLI AMSON: Ckay, here's the scenario |'m

t hi nki ng of, John. |'msorry.

At sonme point, the limtation on HUD nay be
lifted. And then there will be no sort of special status
for this device, and the label will still say it's probably

i ndi cated, you know, for X, Y, and Z liver diseases.
But now, as | read your anmendnment or as |

under stand your anendnent, it would now be -- would require
anot her license amendnment for the -- to do a clinical study
in another site.

DR. WAGNER: | think he's right, Jeff's right
because we have many isotopes now where we have the FDA
| abel that cones with these isotopes to -- used to be used
to -- it wasn't used for heart at all, but nany people are

using it for that for now And that's an exanple that's
exactly what you're tal ki ng about.

DR. W LLI AMSON: Exactly.

DR. WAGNER: And so | would agree that Jeff is
ri ght about the issue, because if you restrict it to the FDA
| abel, as the FDA noves in later, they'll nake changes, but
the label will still say the old thing, because the
manuf acturer doesn't want to change the | abel, because
they've got to go back to the FDA and get it all done.

DR. W LLIAMSON: So you'll preclude off-I|abel uses
of the device after the HUD status is rescinded; that's ny
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point. And for the nmonment, there are existing federal |aws
which require it. As long as it's an HUD device, as | read
this paragraph, it's got to be used according to what FDA
says.

MR, GRAHAM W have a suggested friendly
amendnent from our FDA representative. Wat if it was
changed to read beyond the FDA requirenents?

DR. WLLIAMSON: That's fair. | like that.

DR. WAGNER: Cathy's got a friendly amendment.

MS. HANEY: Cathy only does friendly anendnents.
Prescri bed dose al so needs to be nodified, the definition of
prescri bed dose, and why it needs to be nodified is that it
keys off the misadm nistration definition, keys off of the
prescri bed dose definition.

And | think it's, again, a very sinple thing. It
says for brachytherapy, either the total source strength and
exposure tinme are the total doses docunmented in the witten
directive.

Does total dose get it? Can we just rely on the
" in this?

DR. NAG Not total dose, total activity. You
have to --

MS. HANEY: Okay, then we would have to nodify --
the friendly anendnent is nodify the definition for
prescri bed dose to allow for --

or
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MR, GRAHAM Change total dose to total activity?

DR. W LLIAMSON: No, total dose or activity.

MS. HANEY: Total dose or activity.

DR. WLLIAMSON: | think it could be different in
di fferent techni ques, that you would imagine in the future.
I think sone flexibility for the authorized user to define
the prescription systemis appropriate.

DR. CERQUEI RA: Excellent, excellent. Any further
di scussi on?

DR. PACE: Yes, | have one. So does this |eave us
with -- if we're going to have sone changes in the wording
for prescribed dosage, then | think witten directive --
then, again, all licensees would cone in for an amendment,

or no?
MS. HANEY: No, the specific |icensees would have
to come in for an anendnent.
DR. WLLIAMSON: It's just a one-tinme amendment.
DR. PACE: What about the broad-scope |icensees?
MS. HANEY: Well, the broad-scope, | think, in
this case, given the definitions that we changed, they'd
al so have to anmend their procedure, because the broad-scopes
have to conply with 35, and these are the requirenents.
So you're kind of stuck. | think the issue,
t hough, is that there are not that many licensees that are
going to be doing this, either broad scope or specific.
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DR. PACE: But what we were trying to do is
accommodat e those |icensees who want to use it now, who are
trying to help patients now, and so that's why we're here
ri ght now.

DR. NAG Cathy, the way that it is witten now,
for brachytherapy, either the total source strength would
i nclude that activity, so it will cover it. O the total
dose, so | don't see any reason to change it.

MS. HANEY: That's the question. |If you're happy
with that as it reads, you think it fits in.

DR. NAG No, total source strength. That entails
you have to match quite a nunber of sources for source
strength.

MS. HANEY: Okay.

DR. W LLI AMSON: Was suggesting total source
strength or total dose, whichever you choose.

MS. HANEY: Well, dose is just total dose. And
it's already in there.

DR. NAG Both of them are there.

DR. CERQUEI RA: Total dose or total activity, you
want to keep it that way?

DR. NAG The total activity and total source
strength is the sane thing.

DR. CERQUEI RA: So you want to just replace that
with total source strength?
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NAG It is there.
HANEY:  No, no.
NAG. You don't need to change anything.
HANEY: Okay, | renove ny friendly anmendnent.
CERQUEI RA: Al right, any further discussion?
response. ]
CERQUEIRA: Do | hear a motion for a vote?
HANEY: Also, did we clarify 35.400 physician,
r?
CERQUEI RA:  Yes.
GRAHAM  The entry of this says that ACMUI

recogni zes that the Therasphere-7 device requires a |license

anmendment unde
DR.
DR.
DR.
DR.
DR.
[ Sho
DR.
[ No
VS.
DR.
[ Sho
VS.

r the current Part 35.400.
CERQUEI RA: Excel l ent, excellent.
WLLIAVSON: |'mfor a vote.
CERQUEI RA:  Second?

NAG.  Second.

CERQUEIRA: Al in favor?

w of hands. ]

CERQUEI RA:  Opposed?

response. ]

HANEY: Did you vote, Ruth?
CERQUEI RA: Abstentions?

w of hands. ]

HANEY: Okay, one abstention, and everyone
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else is -- one, two, three, four, five, six, seven, eight,
nine, ten. Nine in favor, for the record.

DR. CERQUEIRA: Great. | think that worked very
well. | mean, John did a good job of keeping the amendnent.

DR. PACE: |If there is anybody in the audi ence who
would I'ike -- who would be interested in | earning about this
at all, just contact nme, and |I'Il show you the slides.

MR, GRAHAM If you'd like one |last shot on how
t hat anendnent was worded, you know, |I'mopen to -- | can be
bought .

DR. WLLIAMSON: | do want to say that your
handout was extrenely well put together and very
i nformative, and you know, | read it, and | thought | really

understood a | ot.

DR. PACE: Cood.

MR. GRAHAM | guess |I'd want to echo that, that
t he handout, having read it ahead of the neeting, allowed an
expedi ted discussion, and |I'd hate to have you think that
we' re just banging away after -- your handout answered a | ot
of the issues.

DR. W LLIAMSON: |If everyone did this, it would be
a |l ot snoother, | think.

DR. CERQUEIRA: All right, any other business?

[ No response. ]

DR. CERQUEI RA: In which case, who noves to
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recessed,
2000. ]

VO CES: So noved.

DR. CERQUEI RA:  Tonorr ow,

[ Wher eupon, at 5:00 p.m,

to reconvene at 8:30 a.m,
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we'll reconvene at 8:30.
the neeting was

Thur sday,

November
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