Official Transcript of Proceedings

NUCLEAR REGULATORY COMMISSION

Title:

Docket Number:

Location:

Date:

Work Order No.:

Advisory Committee on the Medical Uses of
Isotopes - Open Session

(not applicable)

Rockville, Maryland

Monday, October 29, 2001

NRC-084 Pages 1-212

NEAL R. GROSS AND CO., INC.
Court Reporters and Transcribers
1323 Rhode Island Avenue, N.W.
Washington, D.C. 20005
(202) 234-4433



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

UNI TED STATES OF AMERI CA
NUCLEAR REGULATORY COWM SSI ON
+ + + + +
ADVI SORY COW TTEE ON MEDI CAL USES OF | SOTOPES
( ACMUI )
+ + + + +
MONDAY
OCTOBER 29, 2001
+ + + + +
ROCKVI LLE, MARYLAND
The ACMUI Advi sory Conmittee on the Medi cal Uses
of |Isotopes nmet at the Nucl ear Regul atory Commi ssi on,
Two White Flint North, Room T2B3, 11545 Rockville
Pike, at 9:00 a.m, Dr. Mnuel Cerqueira, Chairnman,
presi di ng.

Committee Menbers Present:

Manual Cerqueira, Chairman, Nucl ear Cardiol ogi st
Neki ta Hobson, Menber, Patient Advocate

Subir Nag, Menber, Radiation Oncol ogi st

David A D anond, Menber, Radiation Oncol ogi st
Ral ph P. Lieto, Menber, Medical Physicist

Leon S. Mal nud, Menber, Heal thcare Adm ni stration
Rut h McBur ney, Menber, State Representative

Sal |y Wagner Schwarz, Menber, Nucl ear Pharnaci st
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Jeffrey WIlianson, Menber, Therapy Physici st
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P-ROGEEDI-NGS
(9:03 a.m)

DR CERQUEIRA: I'd Ilike to welcone
everyone to the neeting. M nane is Manuel Cerqueira,
and I'mthe Chairman of the commttee. W have two
new nenbers who are joining us. Are they both
of ficial now, Angela?

M5. WLLIAVBON: Yes. [It's done.

DR. CERQUEIRA: Well we have Anerican
Associ ation of Physicists in Medicine Ralph Lieto
who' s a nedi cal physicist, who's the newest nenber of
the commttee; and Dr. Leon Mal mud, who's a wel | - known
entity, but he's here as the Heal t hcare Adm ni stration
representative, whichis anewrole for him Andthen
we have one vacancy which we're still recruiting for.

A coupl e of people have informed ne that
t hey have flight changes, and so we will definitely
try to get through the neeting in a tinely fashion.
Maybe we shoul d just go onto the remarks that were to
be del i vered by John Hi ckey who was unabl e to make it,
and Angel a wi | | make sone comments and t hen we' || have
Dr. Donald Cool is going to nmake sone conments as
wel . Angel a.

M5. WLLI AMSON: Good norning everyone.

|"mgoing toread the of ficial opening remarks for the
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nmeet i ng.

| am pl eased to wel conme you to Rockville
for the public neeting of the ACMJ . My nane is
Angela WIllianmson. [|'mthe Project Manager and | am

standing in today for John Hi ckey who is the Branch
Chief of the Material Safety and |Inspection Branch.

M. Hckey is the designated Federal
official for this commttee. Normally, he would
present these introductory remarks, but unfortunately
M. Hickey is ill today.

This is an announced neeting of the
conmttee. It is being held in accordance with the
rules and regulations of the Federal Advisory
Comm ttee Act and the Nucl ear Regul at ory Conmi ssi on.
The neeting was announced in the Federal Register on
Sept enber 19, 2001 for the October 29, 2001 neeting.

The function of the advisory conmttee is
to advi se the staff on i ssues and questi ons that ari se
on the nedical use of by-product material. The
conmittee provides counsel to the staff but does not
determ ne or direct the actual decisions of the staff
or the conm ssion. The NRC solicits the opinions of
t he council and val ues the opinions of the conmittee
very nuch.

| do request that whenever possible, we
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try to reach a consensus on the various i ssues that we
wi || di scuss today or at any ot her ACMJI neeting. But
| also do value stated mnority or dissenting
opi ni ons. | do ask that if you have dissenting
opi nions, that we read those into the record.

As part of the preparation for this
nmeeting, M. Hickey reviewed the agenda for nenbers
and enpl oynent interests based upon the very general
nature of the discussion that we are going to have
today. He did not identify any itens that will pose
a conflict. Therefore, | see no need for an
i ndi vidual menber of the <conmttee to recuse
t hensel ves from the di scussion.

However, if during the course of our
busi ness, you determ ne that you have sone conflict,
pl ease state it for the record and recuse yourself
fromthat particular aspect of the discussion. And
now I'd like to turn it over to Dr. Cool.

DR. COOL: Thank you and good norning. |'m
Donal d Cool . I"'m the Director of the Division of
I ndustrial and Medical Nuclear Safety, and | woul d
like to welconme you here to Wiite Flint and the
neeting today. |1'd also like to extend a wel cone to
t he vari ous menbers of the public representatives from

a nunber of the nedical societies and others that we
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have here in the roomw th us today.

Let ne particularly wel come Dr. Mal nud and
M. Lieto. Wlconme to the conmttee. W are very
pl eased that you have been able to join us today. W
| ook very nuch forward to your being part of this
comm ttee, sharing with us your insights, experience,
advi ce as we address a variety of topics, both today
and over the comi ng neetings in your term

We are in interesting tines. The world
changed on September 11'". It certainly changed for
those of us here at the agency in a variety of ways.
| think it has probably changed for each of you in
maybe very tangi ble ways, perhaps nore intangible
ways.

For t he Nucl ear Regul at ory Commi ssi on, we
have been on a hei ghtened state of alert and security
since mnutes after the first plane went into the
Worl d Trade Towers. We have had our operations center
under continuous activation and staffing since that
time, as we have with our regional offices.

W have had the reactor facilities, our
fuel facilities wunder heightened security and
saf eguards, and have been pursuing aggressively a
variety of reexam nations of our current security

posture and security of various vulnerabilities and
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i ssues, trying to ook forward at the possible ways
t hat ot her m schief or m suse coul d take pl ace, and to
have in place additional nmeasures that mght be
necessary or appropriate in order to deal with those
threats. Obviously a great deal of that is classified
and is not sonmething that we could discuss openly
around this room but there has been a great deal of
activity that has gone on here.

As well, there's been a great deal of
activity involving the agency with other various
Federal agencies and interactions with the Depart nment
of Energy, the FBI, the Federal Energency Managenent
Agency, and you can just keep on going down the |ist.
Add now the Homel and Security office with which we
have soneone parti ci pating, not quite aroundthe cl ock
intheir staffing activities, totry and stay i nvol ved
and be part of the various activities of the Federal
famly in response to the various events that have
t aken pl ace.

There certainly have been a nunber of
qguesti ons that have been rai sed about vul nerabilities
of various radioactive materials. You ve seen a |ot
of di scussioninthe press about what peopl e coul d do.
You' ve seen various Vi ewpoi nts expressed.

W\ have, | et ne assure you, been exam ni ng
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vari ous 1issues, interacting with our |icensees,
providing information to them as may be necessary
provi ding specific threat information under a couple
of circunstances in which we have had at | east, over
brief periods of tinme, threats made that we coul d not
determ ne the exact nature thereof.

W were pleased that they turned out not
t o have any substance behind them but it does, as you
m ght expect, get the pulses racing just alittle bit
when you can't exactly figure out what's goi ng on and
you're continuously trying to sift through enornous
quantities of information in order to understand
exactly what may be going on out there.

|'"'m sure you're aware that the Federa
Government overall continues to believe that the
threat in ageneral threat sort of environnent remains
high in the United States. You hear that from
Governor Ridge who's now the head of Honeland
Security, and various other fol ks on a daily basis, so
that should not cone as any particular surprise to
you.

There have been a variety of issues nore
recently with regards to anthrax, bioterrorism and
i ncl udi ng t he i ssues associ ated wi t h whet her radi ati on

has a potential role to play. |'m guessing that a
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nunber of you probably saw t he news over the weekend
with the Postal Service | ooking to purchase various
radi ati on pi eces of equipnment to irradiate the mail.
W have been interacting with the Postal Service and
t he Department of Energy and FDA and AFFRI.

W' ve been | ooking i nto these i ssues, not
directly invol ved because the technol ogi es that they
appear to be |l ooking at and entering into contracts
through Ruth McBurney and the states will get the
opportunity out as opposed to the by-product materials
that are under the NRC s jurisdiction, but we
certainly had questions tossed at us early on, how
much radi ati on? What else mght it do? And we have
interacted with a variety of those folks to try and
hel p pul | together an understandi ng of what is taking
pl ace in that area.

So there have been a | ot of things that
have gone on. There has been a lot of normal
activities that woul d ot herwi se have been expected to
have been worked on and been noving forward, which
woul d have been put on the back burner or worked only
very slowly as a result of a very heightened focus
wi thin the agency on sonme of the immedi ate issues.

Nevertheless, it is with recognitionthat

sone of the day-to-day issues and activities need to
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continue to be examned that we are here today
Medi cal care needs to continue. Newtechnol ogies and
activities need to be exam ned, and we need to make
sure that we continue to be in the right place in
terms of providing proper oversight, allowng the
ki nds of activities and devel opnents t hat are ongoi ng
to be invol ved, taking a | ook at sone of the energing
i ssues that are taking place.

Your agenda today has several of those
topics, intravascul ar brachytherapy and sone of the
things related to mxtures of doses between atomc
energy materials and non-atom c energy material,
particularly the x-ray fl uoroscopy, which at one | evel
ought not to seemto be a problem but when you start
drawing the nice little legal lines and bright boxes
that inevitably happen anytime you wite down a
regul ati on, suddenly drawyou into potential conflicts
of how you calculate things and why you cal cul ate
things and why that's okay and that's not okay where
the two points seens to be essentially side-by-side
with each other. So we | ook forward to sone of those
di scussions early this afternoon.

Li kewi se, we continue to be in a position
where we do not, in fact, have the revi sed Regul ati on

35 in place. Dr. Patricia Holahan is going to be
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tal king about that in just a few nonents, so | wll
not go into detail on those, but she'll give you a
review of the current status of the activities there
and the various things that are going on and how we
are noving forward.

| believe that summarizes the sort of
brief overview that | wanted to give you today. |
recogni ze this is a shorter neeting. A nunber of the
topi cs that we probably woul d have wanted to di scuss
were the newregul ations goingintoeffect. W' re not
in the position to discuss these because we really
have no i dea of exactly howthat will all transpire,
but we do very nuch appreciate all of you taking the
time and effort, braving the flights or the very ot her
things in order to spend sone tinme with us today.

Dr. Cerqueira, | will be glad to answer
some questions or entertain a discussion if sone of
the nmenbers of the conmttee would |ike. Thank you.

DR. CERQUEI RA: Dr. Dianpnd can ask sone
guestions about a di scussion we had earlier today to
Dr. Cool.

DR. DIAMOND: A few nonents before your
arrival, we were having a discussion regarding a | ot
of questions that we nenbers are being asked in our

honme communi ti es, specifically what type of education
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and materials do we have with respect to counseling
the public or treating patients, God forbid should
there be an intentional release of radioactive
mat eri al s.

|, as a radiation oncol ogi st despite all
ny years of medical training, have never received
formal training on howto handl e these patients. | do
know t hat our professional society's nowstarting to
devel op sonme training materials, but | certainlythink
it woul d be useful and productive if the NRC did pl ay
arolein helping to coordinate this dissen nati on of
training material in a fashion that does not seem
al ar mi st, and per haps coordi nate those activitiesw th
constituencies that we generally don't work wth
nanely the Anerican Soci ety of Hematol ogy, because of
course, they would play an inportant role should
patients be exposed in |arge numnbers.

So, those were sone of the thoughts we
were rum nating about.

DR. COOL: | think those are sone excel | ent
i deas. One of thethings that | failed to nention, as
| was trying to go through MM and sone of the
activities that are going on is that there is an
effort wwthinthe Federal conmunity to | ook at and try

to have prepared sonme materials and information
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shoul d, as | agree CGod forbid, someone chooses to use
radi oactive materials or a nuclear warhead of sone
type of yield and magnit ude.

We have been participating with FEMA and
t he ot her agencies. M deputy, Dr. Susan Frant, was
at a neeting of Friday of |ast week with those vari ous
groups that are working to try to have sone tenpl ates
i n basic pieces of information avail abl e for Gover nor
Ri dge and ot hers.

So at one | evel, and a very high |l evel at
this nmoment, there is sone work being done to try and
have some materials in place. But | would al so agree
that at a very different |evel, at your individual
| evels, it would be useful to have that. | do not
have a handy dandy card in ny pocket that |I can yank
out and suggest the three or four things. Wat little
bit of mediatraining |'ve had, you always try to have
your two or three nmessages and you want them to be
fairly short and cri sp because CNNwi | | never give you
nore than five seconds of sound tinme anyhow.

| think it would be good to be trying to
wor k on sone of those things, and we woul d be pl eased
totry and reflect onthat with you to the extent that
the conmmttee either here want to discuss that a

little bit, or tointeract separately to try and have
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sonme of those things and build upon each other's
i deas. So that would be a wonderful thing.

DR. NAG Don, one thing. You would be
able to use your offices to have a nore fornal
training for handling nuclear accidents for the
menbers of the ACMJl and ot her staff because not just
how to respond to the nmedia but if any type of
acci dent happened, whether intentional or not, what
are the things that we should be doing? Because we
are the ones who are nore likely to be called to
handl e those, and we are basically unprepared to
handl e t hem

DR. COCL: A couple of very good points
there. We will have to explore the extent to which we
can provide, either providing locations or nore
directly be involved in providing sonme training and
information. Wthin the Federal famly, there are
some ot her groups that specialize in this down at Qak
Ri dge REAC/ TS G oup and sone others. I know the
Heal th Physics Soci ety has been doing sone things.

At the nmonent, |I'mdrawing a blank as to
whet her you al ready have sone materials that are out
there and avail able. Certainly there are sone
materials in our operations center that we have

avai l abl e for those withinthe agency, that the agency
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woul d be | ooking to as spokespersons to deal wth
menber s of the public and sone t hi ngs whi ch our public
affairs fol ks have.

| f we can expl ore, probably not withinthe
scope of the neeting time today, the extent to which
we m ght be able to get sone of those and provi de sone
of that to you, we can certainly take that as a
possi ble followup item

DR. CERQUEI RA: O her questions for Dr.
Cool ?
| think the discussion we had this norning, and agai n
there's a |l ot of professional nedical societies that
are involved in there. There's a |ot of governnent
agencies, but ultimately |I nmean, we as physicians
wor ki ng i n these areas wi I | probably be contacted, and
if we're not that well inforned, |I'msure nost of our
col | eagues are probably | ess inforned.

So totry to coordinate the effort woul d
be i nportant, and it would be nice if we coul d somehow
get followuponthistotrytoidentify sone tangible
t hi ngs that can even be provided to the comm ttee or
some sessions, or if those things don't exist, totry
to come up with a structure to develop them And |
think the feeling of the commttee is we would really

like to work with the NRC on sone of these issues in
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what ever way woul d get it acconpli shed.

DR. COCL: Very good. | wel cone that
suggesti on. W'l see what we can do in terns of
| ayi ng our hands on bits and pi eces that are here, and
if it pleases the commttee, see about getting those
to you and get sone reflections from you on gaps,
om ssi ons, suggestions totry torefineit, because |
think it would be useful to us in terns of advanced
preparations and certainly useful tovarious groupsin
the comunity. Ruth is waving over there.

M5. McBURNEY: There may be sonme material s
t hat REAC/ TS has prepared and Dr. Ri cks (phonetic) or
sonmebody there that could be dissem nated to expand.

DR. COOL: Yes, that's what we need to
expl ore, what's already out there.

DR. CERQUEI RA: Wul d it be possibleto get
sonebody fromthe NRCstaff to sort of hel p coordi nate
sone of these efforts, or at least a prelimnary | ook
to see what's out there or what needs to be done?
Coul d there be a contact person identified?

DR. COOL: W will do that. For the
nonent, why don't you work through Angel a, who's the
Proj ect Manager for this committee.

DR. CERQUEI RA: Ckay.

DR. COOL: W may nodi fy that at sone poi nt
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down the line, but that will be a good place to start
and soneone that you're already famliar wth.

DR. CERQUEI RA: Do you have a tine |ine on
this? It won't be today, we realize that.

DR. DI AMOND: Yesterday woul d be fi ne.

DR. COOL: Yesterday would be fine, okay
t hank you.

DR. CERQUEI RA: Hopefully the rel evance
will dissem nate over time, but at the sane tine to
sort of get into periods of nonths before anything
gets done doesn't really neet the needs of the
conmittee.

DR. COOL: No, | think this is one which,
consistent with the pace of a nunber of other things
we've got going, | would hope would be neasured in
days to snall nunber of weeks, not in ternms of nonths
or the next comm ttee neeting.

DR. CERQUEI RA: Right, because ultimtely
these bioterrors have nedical consequences, and |
guess in ternms of radiation, this is the advisory
committee. Jeffrey, you had a comrent?

DR. WLLI AMSON: Yes, | suggest nmaybe we
t ake sorme of elective tine for newagenda itens at the
end of the neeting and try to make a nore specific

focused |i st of requests fromthe comr ssion and their
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staff, what we as a group would like fromthem

DR. CERQUEIRA: That's good. O her
questions for Dr. Cool ?

DR COOL: If not, | thank you. | will not
be able to stay with you for the majority of the day.
In fact, the daily briefing of our senior managers in
our operations center up just two floors is in
progress and I'mgoing to go join them next.

DR. NAG The neeting with the comm ssioner
t hat was postponed, have we been able to reschedul e
that at any point?

DR. COOL: It has not been formally
rescheduled as in |ocked down with sonme new dates.
Once we know a little bit nore about the tine |ine
with Part 35 and | ooki ng t o see what your schedul e may
|l ook like in ternms of interacting with us on that for
t he spring neeting, our thought at this point was we
would try to arrange that to be nobre or |ess
coincident with take advantage for a single travel
opportunity with the commission at that tinme. The
conmi ssion indicated its desire for that to be in the
spri ng.

DR. CERQUEI RA: Ckay. We'll work with
Angela to try to firmup a date. Obviously getting

the five comm ssioners together isnoredifficult than
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getting the commttee today. So, we'll work around
t hei r schedul e.

DR COOL: One never knows.

DR. CERQUEI RA: Ckay, well thank you very
much Dr. Cool. Let's see. W can go on to the next
item which is the followup from the April ACMI
nmeet i ng.

M5. WLLIAMSON:. Dr. Cerqueira, | was
wondering if you wanted to briefly introduce the
menbers around the table very briefly.

DR. CERQUEIRA: O the commttee, sure.
Ckay. Wy don't you start Nekita.

MS. HOBSON: |'m Nekita Hobson, and | am
the Patient Advocate and ny organization is the
Nat i onal Association of Cancer Patients.

DR. NAG Subir Nag, Association of
Oncol ogy, representing radiation oncol ogy and brachi al
t herapy i mmunity.

DR. DI AMOND: David D anond, radiation
oncol ogi st, al so representing the radiation oncol ogy
and brachi al therapy conmuniti es.

MR. LI ETG Ral ph Lieto, I' mthe new nenber
representing t he nedi cal nucl ear physi ci sts community.

DR. CERQUElI RA: Manual Cerqueira. I'ma

nucl ear nedi ci ne physi ci an and a cardi ol ogi st, and|'m
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representing the nucl ear cardiol ogy community.

DR MALMUD: Leon Malnud, the Dean of
Medicine at Tenple University and the President of
Temple University Health System representing
heal t hcare adm ni strati on.

M5. McBURNEY: |' mRut h McBurney wi t h Texas
Departnent of Health. I"'m the State Governnent
representative on the conmttee.

M5. SCHWARZ: Sal ly Schwarz, representing
nucl ear pharmacy. |'mfromWashi ngton University in
St. Louis.

DR WLLI AMSON: Jeff WIIlianson, al sofrom
Washington University in St. Louis, representing
radi ati on oncol ogy physi cs.

DR. VETTER Dick Vetter fromMyo Cinic,
representing radiation safety officers.

DR. CERQUEIRA: So, M. Brown will do the
presentation in place of M. Hickey.

MR. BROMN. Yes, absolutely. M nane is
Fred Brown. | am a Section Chief in John H ckey's
branch and I will be trying to cover for himtoday.
So, for instance, | took the requests for information
on nedical recomendations in the event of a
radi ol ogical attack, and ['ll try to have sone

information this afternoon during the opening period
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for you.

| " mactual |y goi ng to enpower Angel ato go
over the mnutes from the last neeting and the
reconmmrendati ons that you nade to us.

M5. W LLI AMSON: Ckay, I'll just bend down
alittle. 1 have in front of me some recommendati ons
that ACMJ made at our April 18'", 2001 neeting and
|"m going to speak to the staff response to those
recommendat i ons.

The first recommendati on, ACMJ thought
that the procedure or felt that the procedure for
recruiting and appoi nting ACMJ nenbers be done nore
expeditiously to get vacancies on the ACMJ filled
sooner. The staff response to that recomendati on, we
agree with it and we have put into place procedures
for filling the vacancies nore expeditiously. So,
we' re addressing that continuously.

The second recomendati on t hat ACMJ made

DR. CERQUEI RA: Angela, so | guess right
now we've got one vacancy, the nuclear nedicine
physi cian, and | know that sonme of the professional
medi cal societies have sent in information. | don't
t hi nk they've heard, or gotten any feedback to date.

M5. WLLI AMSON: Wl | when people send in
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for the --

DR. CERQUEI RA: Nom nati ons?

M5. WLLIAMSON: Wen they send in
nom nations, it's not our procedure to wite back
every organi zation that sent in a nom nation. Wat we
do is we just collect the nom nations and then we
proceed with trying to fill the vacancy fromthere.

DR CERQUEIRA: Al right.

M5. WLLI AMSON: The next thing everyone
wi |l hear, the next notice will be a Federal Register
-- excuse ne, the next thing that will happen after we
get the recommendati ons or the nom nations rather, we
will proceed to have a panel to screen the
recommendations and the commission wll nmake a
decision. But we don't reply to everyone.

DR. CERQUEI RA: Wl |, nmaybe you coul d gi ve
us an update in ternms of when was the deadline for
subm tting? How many have we gotten to date?

M5. WLLI AMSON: W have five, if ny nenory
serves nme correctly, we have five nom nations that
came in by the deadline and I'm sorry but | don't
remenber the deadline off the top of ny head. We wil|l
be havi ng a screeni ng panel neeting in early Decenber
-- excuse ne, that's wong, in Novenber, the m ddl e of

Novenber. W changed it.
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But i n any case, in the m ddl e of Novenber
we will be having a screening panel neeting and at
that screening panel neeting, there wll be
recomendations made to the comm ssion as to who
should fulfill that vacancy. So, by spring of next
year, definitely by then we should have the person
sel ect ed and probably before then as a matter of fact.

But whoever is sel ected should be able to
attend the spring neeting. That's what | want to nmake
cl ear.

DR. CERQUEIRA: And we have no other
vacanci es then right?

M5. WLLIAMSON: No, that's the only
vacancy that we have.

DR. CERQUEIRA: And in terns of people
going off the commttee, anticipating another cycle?

M5. WLLI AMSON: Yes, we do | ook at who's
due to rotate off and we address it at that point. |If
the personis eligible and willing, then of course as
you know Dr. Cerqueira, they can serve again, or we
can go out and --

DR, CERQUEIRA: Right, but | think Dr.
Wl lianmson's point |ast tinme had been if we know, and
| don't recall who's going to be going off the

commttee, but if they' re going off a year from now,
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then if we could start doi ng sonme of the | eg work for
that six nonths at the | atest before that, that would
guarantee that we woul d have sonebody in pl ace.

So | think the discussionlast tinme was to
try to really have operational definitions of howto
doit. Maybe, you know, in ternms of follow up, maybe
at the next nmeeting we could get a listing of when
people are rotating off the conmttee and sone tine
lines for when we're going to -- because we have to
publi sh a Federal Register notice.

M5. WLLI AMSON: Ri ght.

DR. CERQUEIRA: G ve a period and so it
woul d be ideal to have the schedul e.

M5. WLLIAMSON: | can give you a schedul e
of rotations.

DR. NAG Anyone here getting off in April
of the people who are here? No.

DR CERQUEI RA: Does anyone know?

DR. W LLIAVMSON: | don't know. | thinkthe
maj or suggestion was recruit in advance.

MS. W LLI AMSON: Yes.

DR. WLLI AMSON: And publish the Federa
noti ce, Federal Regi ster notice well in advance of the
menber rotating off. So, have you changed your

procedures to reflect that?
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M5. W LLI AMSON: W have. I mean,

soneti nmes understand that there are snafues, things
t hat just occur that are out of our control. W would
have had t he nucl ear nedicine -- we mght have been
abletofill it sooner, but we have to wait for people
to send us nom nations and we really have no control
over that sort of thing.

DR. WLLI AMSON: No, ny point was that if,
for exanple, | amto rotate off in twelve nonths for
exanpl e, you woul d publ i shthe Federal Regi ster notice
for ny position six nonths before | rotate off and
have basically the sel ection made by the tinme ny term
ends. Have you changed your procedures to do that?
That was the nmmjor suggestion that was nmade at the
| ast meeti ng.

MR BROWN: Let ne interject that we
under st ood t he suggestion. W agree with it. That's
our plan. As you're aware, there was a change in the
managenment of the comm ttee functi on about a year ago.
We've been in the process of trying to fill the
exi sting vacancies and to get caught up and to get
ahead.

W have not updated our internal
procedures, but we understood the reconmendati on. W

agree withit. That's our intent and we're noving in
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t hat direction.

DR. CERQUEI RA: (kay, good.

M5. WLLI AMSON: Ckay, let's nove ontothe
next recomrendati on. The reconmendation involves a
risk-infornmed reporting limt in which the ACMJ
recommended that this risk-infornmedreportinglimt of
5 rembe limted to the reporting of errors nade in
the rel ease of patients and/or the reporting of errors
made in the delivery of instructions to the patient.

The staff in response to this
recommendation included it in a paper that --

MR. BROMN: And actually what 1'd like to
do, Trish Hol ohan's our next speaker. She can speak
to this issue in detail for you. She's the nost
know edgeabl e person. So if we could just defer on
that wuntil the next speaker. And actually, the
followwng tw recomendations, one dealt wth
i ntravascul ar brachyt herapy and we' re goi ng to have a
speaker shortly in that area.

M5. WLLI AMSON: And the other one is the
broad aut horizations for --

MR. BROWN. Board authorizations and |'d
like to do the sane thing, defer the detailed
di scussion for those speakers.

M5. W LLI AMSON: Okay. For the training
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requi rements for authorized nmedical physicists, the
ACMJI  recommended that the staff involved such
qgual i fied nenber as specialist, consultants or the
ACMUI itself inapprovingthese suppl enentary training
requirements that allow Board-certified radiation
oncol ogi sts and nedi cal physicists to becone
aut hori zed nedi cal physicists.

In response to this recommendation, the
staff agreed with it and will invol ve outside parties
as necessary when gui dance i s devel oped.

MR. BROMN: And Dr. Ayres will be speaking
to that.

M5. WLLIAVMSON. And Dr. Ayres will be
speaking to that.

MR. BROMWN: And the same with Donna-Beth
Howe wi | | be speaking on the last item So, that was
basically all we had for introductory information
before we noved into the first presentation, Dr.
Cerqueira, unless there are any other ACMJ process
guestions for us at this tine.

DR. CERQUEI RA: No, | guess the m nutes are
not in the book, are? O, did | just mss them
sonmehow?

M5. WLLIAVSON: The m nutes, | did pass

those out. You should have them
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DR. CERQUEI RA: Where?

M5. WLLI AMSON: They may not be in the
book but | did pass them out.

MR BROMN: If there's trouble finding
them we'll certainly get themto you.

M5. WLLIAVSON: We'll get themto you.

(Background conversation.)

DR. CERQUEI RA: Ckay yes, it's under Tab,
response to April recommendations. That's logically
where it should be, yes. Ckay, | guess those itens
are there. W can probably followup. Angie, youdid
a great job being put on the spot |ike that.

Al'l right, sowe'll nove onwth the ot her
i tens.

(Background conversation.)

DR. CERQUEI RA: Yes, these are just the
action itens, yes.

DR. W LLI AMSON: The NRCresponse. There's
no m nut es.

M5. HOLAHAN: Good norni ng. | know a
nunber of you but for those of you who don't know ne,
|"m Trish Holahan. 1'mthe Chief of the Rul e-making
and Gui dance Branch. No, |I'mnot John Hi ckey.

Anyways, | was asked this norning if |

could cover the status of Part 35, and sone of the
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ot her outstanding issues, so let nme walk quickly
through that. | was at Cathy Haney's tal k at your
| ast neeting i n which she gave you sone of the status,
at which time she had indicated that the Part 35
package had gone down to OVB on March 14'", and on
Septenber 19'" we did receive OMB approval of the
i nformati on collection requirenents within the Part
35, the new Part 35 package.

We have i ncorporated all the changes t hat
were in the staff requirenents nenorandum from the
conmi ssion in the new Part 35, and there were sone
m nor adjustnents based on discussions with OVMB to
clarify that we were not | ooki ng at duplicate records
in terms of |abeling. Those changes were nade.

The OMB di d include a nunber of terns of
cl earance, which is their phraseol ogy for things that
must be addressed at the next tinme the package is
renewed. So, the current clearance expires on
Sept ember 30'" of 2004, and at the time that we submit
the renewed package, assuming that we can get the
current package out and published, the OB woul d |i ke
us to first of all consider any new information
regarding risk information on uses of nedical by-
product material and how that new i nformation could

then inpact the burden inmposed by information
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col | ection.

So, they haven't asked us to revisit al
the existing risk information, but if newinformation
becomes avail abl e, they've asked us to consider and
address it in the renewal package.

Also, the second term of clearance
requests the NRC to consider whether alternatives,
including the use of a third-party accrediting
or gani zati on woul d achi eve the sane purpose, and | do
know t hat in a nunber of the public neetings and the
nmeetings with the commttee here, as Cathy Haney did
address the use of third-party accrediting
organi zations and that was sonething at that tine was
put aside for |ater consideration.

But | think over the next three years,
it's going to be sonmething that we are going to be
comng tothe coomttee to see whether or not that is
a viable alternative, recognizing can you require the
use of third-party, and that in and of itself may be
a burden.

DR. CERQUEIRA: | don't fully understand
what you mean by third-party accrediting
organi zati ons.

M5. HOLAHAN: This was a proposal that

originally canmein, | believe it was fromthe ACNP and
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SNMand | stand corrected if I'mwong on that, where
athird-party such as JCAHO or some other third party
put together by the nedi cal organi zati ons would go in
and inspect a facility to see if they were in line
with the regulations, rather than NRC conming in to
I nspect.

DR. CERQUEI RA: Ckay.

M5. HOLOHAN: Finally, the third term of
cl earance was focusing on the reporting threshol ds we
have for a nedical event and | ooki ng at agai n whet her
there is any new information regarding the risks
i nposed by variation fromthe prescribed dose, and
whet her a di fferent threshol d woul d better satisfythe
regulations. It may al so i npose | ess burden, so they
want us to revisit what the actual reporting
thresholds areif thereis additional riskinformation
avai l abl e at that tine.

They' ve al so requested that we consult
withlicensees or rel evant st akehol ders and t hat woul d
certainly include the ACMJ as we're pulling together
t hat next renewal package.

So that's where the actual rule stands is
to say we do have the OVB approval ; however, we have
not gone forward to publish the rule at this point

because, you may be aware that there has been sone
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di scussions up i n Congress and t he Senat e has pr oposed
some |anguage that would inpact our expending
resources to inplement the new Part 35 that is
currently in conference sessi on between t he House and
t he Senate.

The House version did not include the
| anguage, whereas t he Senate version did, sothat they
are continuing now to negotiate and | know that
several of the nmedi cal organi zati ons have conmuni cat ed
with both the House and the Senate.

So at this point, we are hol ding the new
Part 35. W have not forwarded it for publication
because if we can not go forward and inplenment it,
t hen we woul d have superceded the ol d Part 35 and have
not hi ng on the books, so.

DR. CERQUEI RA: So what are the possible
scenarios that could result for this? | nean, so far
t here's a deadl ock and there's no budgetary approval
so where do we go from here?

M5. HOLAHAN: | guess it will depend in
part as to what the |anguage finally cones forward,
whether or not they are |ooking for additional
i nformation from NRC before we can go forward and
publish it or whether we would | ook to continue with

the existing Part 35. At this point, | think they're
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negotiating on the Hll and you know, | don't have
nore insight than that right now.

DR. CERQUEI RA: What if they request a cut
and paste? | nean, inplenment sonme but not all, would
t hat be sonething that woul d be accept abl e?

M5. HOLAHAN: That's a possibility, but it
woul d take us again sone tinme to go back through the
rul e and i dentify whi ch aspects woul d be cut and paste
and then nmke sure throughout the statements of
consideration in the regulatory analysis that the
i ssues that are noved forward are accurately refl ected
and referenced. So there would be sonme work on our
part to do that.

DR. CERQUEI RA: We'll come back to get a
time line. Dr. WIIlianson has this.

DR. WLLIAVMSON: | wanted to, if you do
make a revision of the regulations at the request of
Congress, you have to essentially repeat the whole
regul atory rul e-maki ng process of public comment and
so on, don't you?

M5. HOLAHAN: | think it would depend on
what t hey were requesting, because if they were asking
us to conpletely go through and revise Part 35 or
aspects of Part 35, yes we would have to go and re-

noticeit. If it was a matter of just noving forward
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with certain aspects that have al ready gone through
t he public comment period --

DR WLLIAMSON: | see.

M5. HOLAHAN:. -- that may be a different
issue and | think that's what Dr. Cerqueira was
focusing on in the cut and paste if |I'mcorrect.

DR CERQUEI RA: Ri ght.

MS. HOLAHAN: Ckay. So anyways, we are on
hold at | east at this time and as a result, there are
a nunber of other actions that are on hold. Angela
addressed that one of the issues that was raised at
the | ast ACMJ was a secondary followup rule to Part
35 that woul d nodify 35.3075 which are the reporting
requirenments if an individual that was rel eased under
35.75, the patient releasecriteriainadvertently gave
an exposure to anot her individual greater than 5 rem

| knowagainin her discussionw thyouin
April, | believe, as Cat hy Haney had gone t hr ough sone
of the draft ruling which she had then forwarded you
some suggested draft ruling which we received your
comments, the coments have been incorporated into a
draft conmi ssion paper and the draft proposed rule,
but right nowthat action is also on hold and has not
gone forward to the commi ssion until such tinme as we

see which way we're going with Part 35.
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So, we appreciate your coonments. W have
i ncorporated themand we' ve included them and we'll
certainly get themup in front of the comm ssion when
t he package goes forward. There are al so a coupl e of
ot her petitions for rul e-nmaking that we had hoped t hat
we could nove forward to close out, but we are now
hol ding until we see which direction we go with the
new Part 35.

So anyways, that's the current status. |
apol ogi ze and it's very brief, but it's what we have
today and as | say, we did make progress. W have
noved forward and received the OVB approval, and we
are in a -- that's where we are today.

DR CERQUEIRA: In a holding position.

MS. HOLAHAN: Yes.

DR. CERQUEIRA: | think Dr. WIIlianson was
an instructor when this whole process started out,
whi ch kind of dates it and | think for some of us that
have been involved, it's a little bit frustrating
because t he package did sort of go through. But let's
-- | sort of timelines and so let's say that if it's
-- it could just totally be rejected, correct? Not
funded?

M5. HOLAHAN: That's a possibility yes,

that it could be totally --
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DR. CERQUEI RA: And the consequences of

t hat woul d be?

M5. HOLAHAN:. The existing Part 35 woul d
conti nue on the books.

DR. CERQUEI RA: So al | those years wort h of
work and Dr. Siegel's tinme and everything would be
| ost? Yes?

M5. HOLAHAN: | wouldn't |ike to say | ost.
| mean there's still a lot of value there but we
woul dn't be able to nove forward.

DR. CERQUEI RA: So that's one alternative
that | don't think any of us would really | ook forward
to. The other one is it could be approved, correct?
That's still a possibility or?

M5. HOLAHAN: That's true. There could be
that there is no, | nean the resol ution could be such
that there is no | anguage in the appropriations bill
specific to Part 35, and if that is the case then we
could nove forward with the Part 35 as it is.

DR. CERQUEI RA: And if that were to happen,
what's the tine line onthat? It has to be published
and what would be the time |ine between Congress'
approval and publication in the Federal Register?

M5. HOLAHAN: Realistically, | nean by the

time we would go through and do the, | mean we have
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t he package ready as it would go forward. It would
have to be signed off by the secretary of the
comm ssion and t hen forwarded to t he Federal Regi ster,
so, and the Federal Register could take up to three
weeks. That's their tine line. | nean, typically
they take less tinme, so | would say within a nonth or
t wo.

DR. CERQUEI RA: So ei ght weeks, and then
six months after that it would be inplenented?

M5. HOLAHAN: And then six nonths after
that woul d be the inplenentati on date, the effective
date of the rule, yes.

DR. CERQUEI RA: kay, so we' ve covered both
extremes. \hat about sonewhere in the mddl e? What
if thereis a conprom se in the sense that some t hi ngs
are, you know, approved and i npl enent ed and ot hers are
not ? What constitutes enough of a change that it has
to go back through the public notice process?

M5. HOLAHAN: | think if we were changi ng
specific |l anguage in the rule, that would have to go
back through the public notice cormment. If we were
noving forward with al ready approved | anguage, but
certain sections, we woul d have to go back and re-1 ook
at the entire rule to make sure that we haven't

referenced pieces in certain sections and not
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referenced others.

DR. CERQUEI RA: | think the i ssue comes up
is what to do with diagnostic nucl ear medicine, |
believe, and if that were the only things that were
ki nd of held frominplenentation, would that require
a change or?

M5. HOLAHAN:. Well, yes it would because
there are several sections within the new Part 35,
Subpart A, B and | think C that are general
requirenments that will apply to all |icensees.

So to specifically not have themand t hen
there may be sone issues that if you did not nove
forward with the regulations, you wouldn't have
specific regulations; for exanple, allow ng rel ease
of patients and things |ike that for diagnostic, and
so you woul d be in a situation that you may not have
applicable regulations to be able to do certain
activities.

DR. CERQUEI RA: And what woul d that nean,
so that it woul d basically have to be republished? It
woul d have to cone back to this commttee or to the
NRC, which would then have to rework the | anguage?

M5. HOLAHAN: Yes. Yes, NRC woul d have to
rework the | anguage on which way we went forward.

DR. CERQUEI RA: And t hen publ i shed Feder al
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nmeeti ngs announced, public hearings?

DR. NAG No public hearings.

M5. HOLAHAN: Wl | again, the nmeetings, it
woul d depend on whether or not we went forward with
nore public neetings on the direction that we woul d
go. And so, you know, until we actually see what the
| anguage is, it's sort of difficult to sort of predict
which direction we're going to go.

DR. CERQUEI RA: Ckay. Jeffrey had a
conment .

DR. WLLI AMSON: | wanted to ask about the
exi stence and status of the regul atory guide for the
new Part 35.

M5. HOLAHAN: Okay, the guide has been
finalized inline with the existing -- no, I"msorry
not the existing, the newPart 35. W have conpl et ed
the revision of Volume 9 of the 1556 series based on
the final rule that's waiting for publication.

DR. WLLIAMSON: So is that available for
this commttee to |l ook at for exanpl e, because | don't
recall that we've ever had any input into that. |
have never, with all nmy years of involvenent withthis
process, really ever seen except at very early tines
a draft of that regulatory guide.

M5. HOLAHAN:. Ckay, you nmean you saw the
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draft guide that was published for comment? |s that
the one you're referring to?

DR. NAG | guess so.

M5. HOLAHAN: So then you haven't seen the
final gui dance docunent?

DR NAG No.

DR. W LLI AMSON: That's right and there's
a substantial change.

DR. CERQUEI RA: |Is that avail abl e on your
web site or?

M5. HOLAHAN: No it is not. It's the draft
t hat was published is the one that is still avail able
on the web site; again, because with the rule still
not being final, we hadn't published the final guide.

DR. NAG If we're optimstic and
everyt hing went through, what we would Iike to seeis
the | atest version you have now, so that if everything
went snoot hly, we woul d know what i s bei ng published.
| think that woul d be rather hel pful for us.

MS. HOLAHAN: Ckay, you're asking beforeit
was published the commttee would like to see it?

DR. NAG Yes.

DR W LLI AMSON: Yes.

M5. HOLAHAN: Ckay.

DR. WLLIAVMSON: In fact, | have a concern
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that we've never been asked to look at it because
there was substantial changes in the draft rule
| anguage since the tine, | think, we | ooked at a draft
of the regulatory guide and | believe that nust have
been two or three years ago.

M5. HOLAHAN: Ckay.

DR. WLLIAMSON: So |'m concerned that we
have never had an opportunity to have input into the
regul atory gui de associated with this version of the
rule that went to QOVB.

DR CERQUEI RA: Ral ph had a questi on.

MR. LIETO Yes, | would like to echo
Jeff's comments because | think the devil's in the
details and that's where a lot of the so-called
conditions and what the inspection and enforcenent
peopl e are going to be looking at is conpliance with
that regulatory guide if it's adopted by |icensees.
And so, | think it's really inportant that we have a
change to take a |l ook at this before it goes out.

M5. HOLAHAN: Ckay.

MR. LIETG Because we've never seen it.

M5. HOLAHAN: All right. Well as | say is
-- okay, Marjory may | turn to Marjory Rothschild
t here?

MS. ROTHSCHI LD: Yes, |'mwith the Ofice
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of General Counsel, and | just wanted to clarify
sonet hing, kind of put it in perspective. GCetting
first to the rule, we have a proposed rule that was
publ i shed for conment. W received coments fromthe
public on it.

Based on t hose comrent's, you know, certain
changes m ght have been nade. And so, the status of
the rule is, it was published for conment or any
changes in the final rules of such a nature so
significant that you would have to go through notice
and conment. | nmean it's anticipated that when you
publ i sh a proposed rul e and see coments, you' re goi ng
to get out of that process, you know, changes to the
rul e | anguage.

So, that's a given and not all changes
woul d require, infact it's just a question of degree.
You eval uat e changes between proposed and final, and
if they are so significant that you feel there wasn't
adequate notice, then you nay have to republish for
noti ce and comment.

But in atypical rule there are going to
be changes in | anguage from proposed to final, and
aside from whatever's going on now in ternms of
Congressional action, therule still has that status

of a proposed rul e on which there was coment and you
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woul d only have to republish for notice and conment if
you deci ded t hat the changes were of such a nagnitude
bet ween proposed and final that, you know, you didn't
gi ve adequate notice. The other coment | had as far
as the --

DR. CERQUEI RA: Just in followup to that
now, is that decision to be nade by this commttee?

M5. ROTHSCHI LD: No. When you say
conmittee, the ACMJ whet her you'd have to republish?

DR CERQUEI RA: Yes.

M5. ROTHSCHI LD: That's a | egal question.

DR. WLLI AMSON: Wuld we be able to have
-- | guess maybe a nore appropriate questionis, would
we be consulted and be able to express an opinion,
since | don't think we have any decision-making
aut hority whatsoever in this agency?

MS. ROTHSCHILD: Yes, |'msure if you had
views you wanted to express, you know, that's
certainly a prerogative you have. But whet her you re-
notice from proposed to final is a |egal question.
There may be policy considerations al so.

DR, CERQUEIRA: Dr. Nag said --

M5. HOLAHAN: | was very actively invol ved
in the devel opnent of the draft final rule.

DR CERQUEI RA: Ri ght .
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DR. NAG |'mnot saying that you have to
consult us. What |'msaying is that we would Iike to
be consulted upon when you nake changes. |  know
you're getting comments froma | ot of people and the
staff is going to make the changes. Sonetines sone of
t he changes may be unintentional. It may have sone
consequences that you may not have thought of.

Even a sinple thing like and, and all,
make sometinmes a big difference, and I think sone of
you know what |'mtal ki ng about. Even a single word,
changing an and to an or nmakes a really big
difference, and I think we would like to see that
rather than waiting and having the whole thing
publ i shed and t hen suddenly be surprised.

M5. HOLAHAN: And you' re tal ki ng about the
gui dance rather than the rul e-maki ng?

DR NAG Yes.

M5. ROTHSCHI LD: You' re tal ki ng about j ust
reg guide?

MS. HOLAHAN: Ckay, because | was goingto
say | was very involvedinthe finalization as we nove
forward with the rule. They're asking about the reg
gui de.

M5. ROTHSCHI LD: Ckay, well | just wanted

to clarify this in terns of the rule, but make it
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clear that the ACMJI, as well as nenbers of the
public, did have an opportunity to cone in on the
draft regul atory guide and I know we recei ved a | ot of
comments. But ultimately what that will say will, you
know, depend on: 1) what those comrents were; and, 2)
what the final rule |anguage is.

M5. HOLAHAN: Ri ght.

DR. CERQUEI RA: Neki, you have a coment?

M5. HOBSON: Well, yes. | think that it
woul d be very useful for us to have the guidance
| anguage that we can | ook at, you know, in connection
with Part 35 since sone of the comnments that 1|'ve
heard i s that t he gui dance docunents that are actually
establ i shing new regul ati ons wi t hout going through a
regul atory process, and | don't think that's what we
i ntended to do here.

Secondly, and this is nothing newto the
menbers of this commttee, but | have expressedinthe
past ny kind of frustration that we seemto spin our
wheel s and, you know, we give advice and nothing
happens. | nmean |' msure we' ve had sone i npact on t he
final Part 35, but | thinkit's far less than | would
have |iked to have.

M5. ROTHSCHI LD: Ckay, we can get copi es of

the draft guidance for the conmttee, but |'d just
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like to say as one of the things that the guidance
does do, and we have taken a very careful look to
insure that we're not putting any newrequirenments in
t he guidance than is what is in the rule. | nean |
think we have to look at that also from an OWB
perspective to make sure that there's no additional
burden i n t he gui dance ot her than what is in the rule.

M5. HOLAHAN: But we can check it out.

M5. ROTHSCHI LD: W al so since the newPart
35 doesn't require the submttal of procedures, we do
have nodel procedures in the guidance, but that's what
t hey are. They are nodel procedures and |icensees can
devel op their own procedures to neet the requirenents.
But | think we find sonetinmes there are sone cases
where |licensees would like to have the nodel
procedures to follow.

DR. WLLI AMSON: So we can count on seeing
the regul atory guide soon or do we need to make a
notion to the chair?

DR. NAG At night tinme please.

M5. HOLAHAN: | think we can get you a copy
of the guide.

DR. NAG Can we have it at night tine on
t hat ?

MS. HOLAHAN: Par don ne?
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DR. NAG Can we have it at night tine on
that? Wen?

M5. HOLAHAN: | don't knowif | can get the
copi es made today but | can get themout to you. W
can put it in notion today and get it to you, but |
can't --

M5. ROTHSCHI LD: Trish, is that the draft
final guide you re tal king about?

MS. HOLAHAN: Yes.

M5. ROTHSCHI LD: Ckay.

M5. HOLAHAN: Yes, the draft final.

M5. ROTHSCHI LD: Ckay, that's fine.

DR. WLLI AMSON: | just had an information
guest i on. What version of the rule was the draft
gui de that we had a chance to comment on based?

M5. HOLAHAN:. The proposed rule.

DR W LLI AMSON: The proposed rul e t hat was
publ i shed in the Federal Register?

M5. HOLAHAN: Correct.

M5. ROTHSCHI LD: Yes, they were both

publ i shed.

DR. CERQUEI RA: You said you had anot her
conmment ?

M5. FRANT: |' mSusan Frant and | guess Don
mentioned my nane and now this is ne. | was out
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running around trying to find sonme nedicine for
i mpact ed sinuses, so | apol ogi ze.

Anyway, what | was going to say about the
web is our web is down and the only thing on it now
are enploynent kind of things, contract kind of
t hi ngs, the nane of the agency, who we are, what our
mssion is, and howto report a safety concern. So
all of the other information that you m ght send
sonebody to the web site to get is not avail able.

The rul e- maki ng, proposed rules will go up
but the comments are no | onger going to be avail abl e
on the web site. So | wanted you to know that. W
decided to do that a couple of weeks ago. The
Depart nent of Defense, in fact, asked us to take down
our web site and it was nore related to the reactors,
but there's also some issues related to, and | think
Don di scussed this, related to radi oactive materi al

So while we work that through, for
i nstance the Seal ed Source and Device Registry i s now
password protected, and only the states and NRC st af f
and our master material |icensees have access to the
Seal ed Source and Devi ce Regi stry when before it was
a public registry.

So | heard the conversation "well, what's

on the web and what's not on the web." Nothing' s on

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

50

the web that's related to Part 35.

M5. HOLAHAN: |'msorry, you're right. |
didn't address that.

M5. FRANT: But that doesn't nean that's
not avail abl e so peopl e can ask for it, but we want to
keep track of who's getting what material .

M5. ROTHSCHI LD: | just wanted to clarify
as far as OMB, the rule doesn't go down to OVB for
approval as a whole. \Wat they're |looking at is,
under Paperwork Reduction Act, the information
collection requirenments. So, | just want to clarify.

M5. HOLAHAN: Okay, | thought 1'd said
t hey' d approved the information so I'msorry.

M5. ROTHSCHILD: I'msorry in some of the
di scussi on that m ght have been bl urred.

M5. HOLAHAN: |'m sorry, | neant to say
that they -- okay. Doctor Di anond?

DR. DIAMOND: 1'd just like to say that
when | first learned about this action to go and
debate the final rules in Congress, | can not tell you
how frustrated and di sappointed | was.

Two of the NRC principles with good
regulation, I'"'mreading fromthe little chart back
here, are efficient and clear and we've spent a

tremendous anpbunt of tinme and work on this and |I'm
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sorely disappointed that this was the nethod deci ded
by one constituency to go and try and change t he fi nal
regs. They have the right to do it of course, but
t hat was sorely di sappointing to ne and just draggi ng
t he process that's taken years and years and making it
even | onger.

The second point is, | wouldliketofully
and very clearly enunciate that when guidance
docunentation is being promulgated, that this
conmi ttee have access to this beforehand for comment.
The nmenop that was sent out dated June 12, 2001
regardi ng | VB, because of a sinple use of an operative
term and versus or, as we'll discuss l|ater has
generated for nme a trenmendous anmount of questions and
conf usi on whi ch agai n vi ol at es one of your principl es.

So the two points I'd like to share: 1)
I"d like to see these gui dance docunents before they
go out for discussion; and 2) | was very, very
di sappoi nted regardi ng the type of action that's been
taken and it questions the valuable use of ny tine
serving on this commttee.

DR. CERQUEI RA: Good comrents. Neki?

M5. HOBSON: Is the only OVB report
avai | abl e anywhere?

MS. HOLAHAN: The terns of cl earance?
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MS. HOBSON: Yes.

M5. HOLAHAN: | can get you copies of
those. | didn't get copies nmade before | cane down
here. That is to say | stepped in very quickly this
nmorning, but I will get copies and we will get those
to you today.

DR. DI AMOND: That's an excellent idea.

M5. HOLAHAN: | can tell you the tine line
for that. The other thing I would like to say is
dependi ng on where we do go is we certainly would |ike
to continue to keep the ACMJl engaged as we see where
t he final |anguage goes and what the next steps are.
So we'll certainly look to the commttee as we nove
f orward.

DR. CERQUEI RA: kay, other conments?

M5. HOLAHAN: Because | appreciate Dr.
Di amond's comments and | recognize that you have
expended a trenendous amount of effort on the rule
t hat stands today, the new rule.

DR. CERQUEI RA: Okay, well we're at break.
Shoul d we take a break and then cone back. Let's try
to reconvene in ten, fifteen so we stay on tine.

(Wher eupon, the above-entitled matter went
off the record.)

DR. CERQUEIRA: If M. Ayres could cone
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forward we'l|l get started.

MR. AYRES: Well, thank you. | notice that
"' m schedul ed for an hour. M/ presentation is not
anywhere near that Ilong, but depending on the
guestions, we'll see how it goes.

DR. CERQUEIRA: Bob, let nme just ask a
procedural question. Since sone of the people do have
to |l eave early, if we can get through sone of these
di scussi ons, can we nove sonme of these itens up on the
agenda or are we commtted to doing it at the tine
that they're on the schedul e?

DR COOL: W should be able to nove
everything up as we have tine avail abl e.

DR. CERQUEI RA: Ckay.

MR. AYRES: What ny purpose here today is
to update you on the status. This is nmy third
presentati on on board recognitions and ny intent isto
report on those things we've done and sent the April
report to you, and answer any questions that you m ght
have.

DR. CERQUEI RA: Bob, before you get
started, | have a question. After the |ast
di scussi on, you know, on the Part 35 revision, if that
doesn't get i npl enented what' s t he status of the board

recognition?
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MR. AYRES: Wll the sanme thing as

everything el se. W' re continuingto work onthembut
we're holding putting out any formal responses. |If
you will, we're preparing at a reduced pace, | guess,
to continue wth the board recognitions, but we're not
actual ly executing the letter.

DR. CERQUEI RA: So, you know, sort of

expressi ng sonme of Doctor Dianond's frustration, it's
been a | ong process and --

MR. AYRES: It's a shared process and
frustration | guess is nmy conment to that.

DR. CERQUEI RA: Ckay.

MR. AYRES:. But we are continuing to work
on them Just a quick review. These are the ones
that we've tal ked to you about in the past that have
submtted, and what | want to do is now update the
status on the individual boards.

Ameri can Board of Health Physics, we've
conme to you several times with the probl emwe perceive
with their application. |It's still under review and
the two probl ens we' ve di scussed with you quite a bit
in the past are both they cone up under board
certification process as not mandati ng t he one year of

full time radiation safety experience with simlar

t ypes of by-product materials, and they don't have t he
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specified witten certification of experience signed
by preceptor radiation safety officer.

What they do have is six years of
prof essi onal experience and a code of ethics. What
they're trying to do is say, well we put those two
t oget her and we get the equivalent. It doesn't seem
to quite work out that way. Any discussion on the
Ameri can Board of Health Physics? 1'Il happily take
comments on the individual items or wait until the
end.

DR. CERQUEI RA: Jeffrey?

DR. WLLI AMSON: So has the Anerican Board
of Heal th Physics actually submttedaletter claimng
that they nmeet at least the intent of the rule, or
exactly -- | wunderstand they had actually sent a
| etter saying they don't neet the rule.

MR. AYRES: They've subnmtted severa
pi eces of correspondence, one of which says that they
don't neet the letter of the | anguage but they feel
they nmeet the intent through their six years plus
their code of ethics. But unfortunately with rule
| anguage, intent usually doesn't quite get you there.

DR. CERQUEI RA: Neki, you have a coment.

M5. HOBSON:. How is this going to be

resol ved? Fromyour comments, it al nost sounds |ike
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you've kind of made up your mind that they don't
qual i fy?

MR. AYRES:. That's correct. That's the way
it looks at this tine but the letter hasn't gone out
so that's subject to change. But basically as arole
of staff nenber, nmy position is to determnm ne whet her
they do or do not neet the rule requirenments.

M5. McBURNEY: And that's only for the RSO?

MR AYRES: |'msorry?

M5. McBURNEY: This is only for the RSO?

MR. AYRES. That score yes, of 35.50 for
radi ati on safety officer, and in particular in the
past the board has been the main source of your | arge
institution radiation safety officers, broad scope
medi cal |icensees and multi-disciplinary treatnment
facility.

What's the out? The out is to go back to
t he trai ni ng and experi ence and maybe anot her possi bl e
way is American Board of Health Physics board
certification plus the preceptor statement show ng
t hat they have nmet the one year of full-tinme radiation
trai ni ng and experience in anedical facility, sothey
have the requi site experience.

DR. CERQUEI RA: Ral ph -- go ahead D ck.

MR. LIETO If I could just go Dick. Yes,
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if I could comment on that since |I'mon the board.

DR CERQUEI RA: Yes.

MR. LIETO. One of the reasons the board
has resisted going that direction is because that
woul d force it into a sub-specialization and they're
just trying to keep one single certified health
physi ci st whichis conprehensive, certifies across all
areas, and then the ethics force youto practice in an
area of expertise. So the board recognizes they do
not nmeet the letter of the law and they were sinply
commenting to the NRC they thought that the way they
practiced met the spirit of the lawand soit's in a
state of discussion.

MR AYRES: Yes, | think we cone up with
some unattended consequences in the rul e | anguage and
t he public coment period and t he whol e process nmaybe
didn't get where everybody thought they were.

But nowwe have t he | anguage, and assum ng
it goes forward, what we're doing in our letters and
you have one of themin your package, the one we did

send out recognizing the American Board of Nuclear

Medi ci ne, but not totally, I'll point that out in a
nonent, we say Yyou appear to neet all of our
requi rements and we' Il grant recognition for this and

then we ask questions about those things. W don't
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say we're denying recognition. W haven't been able
to resolve whether they do or do not neet the rule
| anguage.

So often our letters, once they start
going out, will go out with questions and there are
several areas. Mrre of themw |l conme up as we go
t hrough the different boards, but the American Board
of Nuclear Medicine, that letter of June 29'" is in
your package.

DR. CERQUEI RA: We had anot her question
from Ral ph.

MR LIETG M. Ayres, back with the
American Board of Health Physics, a question. You
made a point that nost of the RSCs with broad scopes,
| arge medi cal centers and so forth are RSGs that were
approved neeting certificationrequirenments under the
current Part 35.

MR. AYRES: Right and the board is
recogni zed under the current Part 35.

MR LIETO Right, now assum ng that the
new Part 35 is approved and goes into effect, are
t hose --

MR. AYRES:. They'l| be grandfat hered.

3

LI ETO kay.

MR. AYRES. Yes, everybody that hol ds an
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exi sting appointnment, authorized user, nedical
physicist, RSO et cetera, grandfathers. |If they're
|'i sted an aut hori zed user, that authorized user status
will transfer. | knowthere nay be sone questions on
t hat .

So, the only thing el se with the American
Board of Nuclear Medicine as well as three or four
ot her boards cone in asking for recognition under
35.50-A. Maybe they didn't understand the ruling, but
35.50-A is for the full broad scope RSO type of
appointnent that's traditionally done by AB, the
Aneri can Board of Heal th Physics right now, and it has
t he sanme requiremnent.

| mean the requirements are the sane.
They don't change. That one year of full-tine
experience in the RSO statenent, plus the other
training experienceissues. Soit didn't ook liketo
us that the American Board of Nuclear Medicine net
that, but there's an alternate pathway for al nost all
aut hori zed users, 35.50-C which says if you' re an
aut hori zed user, a physician or a nedi cal physicist or
a radiation pharmacist, you can be an RSO of a
facility working as an RSO for those materials for
whi ch you have experience.

So a nuclear nedicine authorized user
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could readily be appointed under 35.50-C as the RSO

for a diagnostic nuclear nedicine facility. | don't
knowif their request for broader authorization was an
error or not, but what we did in the letter and it's
in your package is said "well, it doesn't |ook like
you neet, we won't recognize you under 35.50-A, but
you're already granted the authority and recognition
under 35.50-C."

The Board of Pharnmaceutical Specialties,
that's al so under review. It |ooks |like we've got to
go back to them and ask sone questions about their
wittencertificationof trainingandsigned preceptor
statement. Those seemto be an issue at least in the
| etters that we' ve got and | ooki ng on their web sites,
on their board processes, that we don't see evi dence
t hat they exactly neet the rule on this and we have to
go back and ask. Yes.

DR. WLLIAMSON: | guess | have a genera
guestion. \What sort of verification do you subject
these witten clainms to?

MR. AYRES: Witten certificationfromthe
board officers.

DR. W LLI AMSON: But if the board officers
say "we certify X' do you just accept that or do you

have sonme sort of a procedure for validating that
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cl ai m agai nst i ndependent i nformation?

MR. AYRES: |'m speculating here but |
think the way it works, we accept it. |If sonebody
questi oned or conplained to us that this board you
approved and it doesn't neet this requirenent, we're
probably going to go out and inspector check.

So the policy now, as | understand it,
we'll accept their verification but we reserve the
right to question it if it becones an issue.

DR WLLI AMSON: Ckay.

MR. AYRES: | think that's a fair way. So
that's the status of radi o pharmacy. One of the nore
probl ematical ones, this one really applies as we
| ater get onto ABRand their certification of nmedical
physicists al so. The exact sane issues exist. |It's
currently under review. W in fact have a letter
drafted, but again pending the outcone of Part 35,
we're sort of sitting on that one.

W al so have a |l etter that we got on t hese
i ssues from AAPM and that is in your package. And
like | said, it's under review. The central issueis
the | ack of arequirenment to conplete the training for
specific nodalities, such as -- well, not such as,
specifically renote afterl oader tel etherapy and the

gamma knife. Like |l said, the AAPMletter is in your
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package.

There are certainly sone al ternatives here
to go and maybe we might end up in a position that
m ght not be too different fromwhat we are doi ng now
in that we again recogni ze board certification plus,
and that's kind of what the letter addresses, plus
evi dence of specific training experience in these
nodal i ti es. So you could be an authorized nedica
physi ci st for renmpte afterloaders or renote
afterl oaders and gamma kni ves or any conbi nation of
t he three.

| expect that that's probably the way
we' |l grandfather if a personis currently authorized
for tel etherapy and renote afterl oaders that woul d be
t hei r aut horization and grandfathering. It would not
i ncl ude ganma kni fe until they cone in to denonstrate
speci fic traini ng and experi ence which we real ly need
on the ganma knife.

DR. W LLI AMSON: What' s your basi s of that?
35.51 does not express any such qualification.

MR, AYRES. Wll, it's a training and
experience requirenent. What |I'm saying is |I'm
hopi ng. There's two ways to go, to not recogni ze the
board what soever, okay -- well, three ways, recogni ze

the board and that would give them all the
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aut hori zati on.

DR WLLIAVSON: | think there's twoissues
maybe bei ng col | apsed i nto one i ssue. | guess | heard
you addressing both in the same sentence, 35.51 which
i s the perspective credentialingfor nmedical |icensees
and 35. 51 which i s the grandfathering cl ause for those
currently on licenses and it seens to ne they' re very
different.

MR. AYRES: Right. Well, they are. They
may be. They could be very simlar and they coul d be
very different. There's two issues and one, you've
rai sed the points in correspondence.

One i s what does grandfather? How do we
grandf at her aut horized users and nedi cal physicists
t hat have current aut horizati ons that do not enconpass
the full range of the board certification process?
And as witten now, 35.51 if we recogni ze and grant ed
recognition for board certification, we say that the
board certification enconpasses all of these
nodal i ti es and t he nedi cal physicist is authorizedto
perform them all, which is the problem that we're
runni ng into.

Wiat we have wth current nedical
physici sts, we have themauthorized for one or two or

there may be some where they're authorized for al
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t hree. None conme to mind, but it's certainly
possi bl e. And so how do we -- do we just have a
general title of authorized nedi cal physicist or do we
gr andf at her aut hori zed nmedi cal physicists for nodality
A, Band not Cthat they currently are authorized for.

DR. CERQUEIRA: 1'd li ke to hear, you know,
comments from Jeffrey and Ralph on these points
because it's a critical issue.

MR. AYRES: Yes, there's certainly al ot of
correspondence goi ng on.

DR. WLLIAVSON: Well, | think the 35.51
and 57 have to be clearly distinguished from one
another and | think that we have a systemthat's in
pl ace now where there basically is only a definition
in the regul ati ons of teletherapy physicists.

MR, AYRES: That's correct.

DR. WLLIAMSON:. And in sonme cases by
| i cense anendnent, radiation safety committees and so
on have had to review the credentials of individual
physicists to do high dose rate and gamma knife.

MR. AYRES:. Exactly.

DR. WLLI AMSON: And perhaps in even sone
specific scope |icenses there m ght be a conmtnent to
provide certain QA functions for gamm knife and for

hi gh dose rate therapy by soneone who neets the
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t el et herapy physics requirenents.

MR. AYRES:. Yes, there's usually sone --

DR. WLLIAMSON: So | think it's a rather
confused situation

MR AYRES: Yes.

DR. WLLIAMSON: | think now vyou're
starting a new system and the systemis not going to
function very well unless you create artificially a
pool of authorized medi cal physicists who can provide
t he preceptor function. So --

MR, AYRES:. Wl | .

DR. WLLI AMSON: Let nme finish. M strong
advice would be that 35.51 should be interpreted
wi t hout qualification, that if soneone is named or
endorsed as a tel etherapy physicist on an agreenent
state license or NRCIlicense or via act of aradiation
safety commttee for any nodality whatsoever, that
credential should be accepted, that person should be
acceptedas afully qualified AMPwi thout restriction,
t hereby creating the pool of individuals you need to
do the credentialing prospectively.

MR, AYRES: Wel | .

DR. W LLI AMSON: Every board or
certification mechanism faces this problem and |

think the fact that qualifications were not witten
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into the rule |anguage gives you the option to
prevent, | think, what could be a catastrophe in the
conmuni ty.

MR. AYRES: |'m not sure on that. At a
mninmum and | didn't want to really get into the
gr andf at hering i ssue, but at a m ni rumever ybody woul d
retain their authorizations they currently have, at a
mninmum But | hear and | really didn't intend to
address, except for sonme simlar issues, the
gr andf at heri ng.

DR. CERQUEI RA: But this is an opportunity
to hear fromtwo respected physicists in this area.
Ral ph.

MR. LIETO | agree that you got to keep
the two i ssues separate. | think the grandfathering
has t o occur across the board, because you're goingto
end up disenfranchising a lot of physicists from
performng duties that either they assuned that
they're qualified by their board certification, and
their institution to perform The main popul ation
that's going to suffer is the patient popul ati on t hat
may not be able to get the nedical physics support
that's needed for that nodality.

You're al ready stating that you're going

t o be grandf at heri ng the RSGs and t he aut hori zed users
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as they're approved right now. This sub-
speci ali zati on so to speak of subcat egories are bei ng
created by the new rule, okay. |It's not sonething
that exists in the old rule.

MR AYRES: Wl | it's somethingthat exists
in policy because the old rule only covers
t el et her apy.

MR. LIETO Right, but if a teletherapy
physi ci st was approved on a |l icense or by a radiation
safety commttee or so forth, to ny know edge I know
of none that have not been approved to performrenote
afterl oadi ng and sone of these other newnodalities as
t hey' re com ng up.

MR. AYRES: The way we do it now so it's
the sane way, basically we've always viewed the
t el et her apy physici sts and t heir i nvol venent i n manual
break therapy was a given and we never had any
guestions about that. But we required specific
aut hori zations and training for themto be authori zed
to work with renote afterloaders, high dose rate
renote afterloaders and stereotactic radi osurgery.
They did have to conme in and have a specific
aut horization put on their license for that, and
provide training and experience, any additional

training and experience requirenents.
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DR. WLLIAMSON: Did you require that for

aut horized users in the |icense?

MR. AYRES: No, don't believe so. Don't
hold ne to that. ["m not absolutely certain on
sonething |ike stereotactic radiosurgery.

DR WLLI AMSON: But they didn't.

MR. AYRES: | don't think they did at all.

DR. CERQUEI RA: Maybe we can get sone
comments fromDr. Nag and Dr. Dianond on this issue.
| mean, how woul d you propose to deal with the issue
of specific nodality.

DR. NAG Yes, | think again | agree that
t he grandfathering should be kept separate fromthe
new one. For the new one yes, you can go ahead and do
it the way of the posting. But in the grandfathering,
the way we have our nedical physicists if they are
doing teletherapy, let's say we never had renote
afterl oader in our departnent and we bought one t oday,
they would get the short training course from the
manuf acturer on how to use that but they would not
requi re any other separate 500-hour job training.

The way it's witten, the 500 hours i s not
taking into account the overlap of the training that
you already had for taking care of vyour other

radi oactive material. So, my suggestionis anyone who
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is currently a medi cal physicist should be allowed to
use any of those nodalities.

MR. AYRES:. Well, what you said what they
do is what -- basically we require primarily for
renote afterl oader i s our main addi ti onal requirenent
for a tel etherapy nedi cal physicist to be naned as a
renote afterl oader or a high dose rate brachytherapy
aut horization is to get the manufacturer's training.
W requireit for the authorized user too, sothereis
a case there where we do it in policy, okay. |'mnot
absol utely current on the stereotactic radi osurgery,
but we do have a little nore extensive requirenents.
There's an apprenticeship training programrun by the
manuf acturer and that includes both the authorized
user and the nedical physicist.

DR. WLLI AMSON: So why are you singling
out the physicists for special treatnent |ike this?

MR. AYRES: W're not. W haven't got to
t he aut horized users. There's sonme places in there,
okay.

DR. CERQUEIRA: David, do you have a
conment ?

DR. DI AMOND: Yes.

MR, AYRES:. kay.

DR. DI AMOND: Every tine | hear these
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di scussions, | keep on aski ng nysel f how can we not be
ensl aved to regul ati ons that are wel | -i ntenti oned but
not per haps worded the exact way they were intended?
And this woul d be an exanple of it. Wat |I'dliketo
explore is whether, just |ike we've done in other
areas, W thout our advice and consent | may add, sone
t ype of gui dance docunent be pronul gated t hat exactly
reflects the spirit of this discussion.

MR. AYRES: Well, generally we issue
gui dance docunents in the absence of regulatory
| anguage.

MR. DI AMOND: This woul d be an exanpl e of
a gui dance docunents in the place of bad regul atory
| anguage.

MR. AYRES: Wen we have regulatory
| anguage, we can't issue gui dance | anguage that gets
around the regul atory | anguage requirenents. W can
only issue -- we can and do and that's a reg guide
t hat you want to revi ew, i ssue | anguage i n howto neet
the regul atory requirenents, but there's no way we can
alter the regulatory requirenents through guidance.

DR. DIAMOND: Well, | don't know. | think
one of the nobst productive at |ast neeting was a
met hodol ogy i n the gui dance docunent that all owed us

to use IVB for indications off |abel wthout that
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being m s-adm nistration. | would consider this to be
in exactly the simlar vein.

MR. AYRES: No, because there's no
regulatory requirenmentsrelating VB, sowe'refreeto
regulate it and we do and we nust because there's no
ot her nmechani sm t hrough guidance. Once it's in the
rule, we don't have any flexibility anynore. Well,
the only flexibility we have i s granting requests for
exenption, specific requests for exenpti on on a case-
by- case basis.

DR. CERQUEI RA: Neki had a comment.

V. HOBSON: Yes, from a patient
perspective what we are really tal king about here is
atransition period of a few years |I'm assum ng.

MR. AYRES: No, if the new rule becones
effective, it becones effective conpletely on the
date, which would be six nmonths from publication.

M5. HOBSON: But you're grandfathering
everyone who's current |icensed.

MVR. AYRES: Only on training and
experi ence.

V. HOBSON: Onh, on training and
experi ence.

MR. AYRES:. So anybody new applies the day

after the new rul e beconmes effective has to neet the
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new requirenents.

M5. HOBSON: Okay, but the currently
| i censed or aut horized nedi cal physicist, even t hough
his certification doesn't include specifically renote
afterl oader tel etherapy and gamma kni fe, he woul d be
able to conduct those efforts?

MR. AYRES: Well it does right now. It is
specific to what he's authorized for. |If he's been
there a long ti me and has done nothing else, it's for
tel etherapy only. Then, you have to cone in to be
added either, well through a naster material |icense
broad scope and through ourselves for the other
nodal ity, yes.

M5. HOBSON: |' mconcerned t hat the patient
is going to be caught in a situation here where, you
know, they'll just fall through the cracks because
there won't be anyone at that particular institution
or facility who can give themthe treatnent that they
need if the license is so restrictive.

MR. AYRES: There's no change in the
aut hori zation -- when the newrul e becones effective,
there's no change in the authorizati on of the nedical
physi ci st fromwhat exists now, and exactly how the
grandfathering will be done, we've kind of gotten in

to that which I'm not addressing and there's two
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routes, full recognition or recognition for the
nodalities that they currently have.

M5. HOBSON: That's my concern.

MR. AYRES: |'mnot sure. | would have to
review the rule | anguage a little nyself.

M5. HOBSON: | think there's a --

DR. CERQUEI RA: The reconmmrendati ons of the
conmttee are to basically grandfather them
generically for all of those nodalities for the people
that are currently licensed. Does anybody disagree
wi th that?

DR. WLLIAVSON: No. | think we need a
not i on.

DR. CERQUEIRA: Al right, do you want to
make a notion Jeffrey?

DR. WLLI AMSON: Yes. The ACMJ noves,
recommends to the commi ssion that 10 CFR 35.57 be
interpreted to nean that nedi cal physicists |isted as
t el et herapy physicists on any agreenent, state or NRC
|icense, be understood to be fully qualified
aut hori zed medi cal physicists without limtation to
nodal i ty.

M5. HOBSON: |'Il second that.

DR. CERQUEI RA: Second that. Any further

di scussi on?
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MR. AYRES: The rule is quite clear onit.

M5. HOBSON: Yes.

MR. AYRES: They can be aut hori zed only for
t hose nmedi cal uses which they're authorized on the
date the newrule goes in effect. | wasn't prepared
to talk on 35.51, so | hadn't reviewed the | anguage,
but it's quite clear. So, it's kind of a noot point.

MR NAG |'m not quite sure, what does
t hat mean?

MR. AYRES:. Well, it nmeans if they're only
aut horized for teletherapy, that's all they're going
to get grandfathered for.

MR. NAG Right, but not here today. W
have Dr. WIllianson who is taking care of the
tel etherapy at his institution, but tonorrow he goes
to an institution that has tel etherapy and a renote
afterl oader. The manufacturer provides usually a
three or four-day course on how to run the renote
afterl oader. Wuld he be able to use it or not?

MR. AYRES: No, he'd have to submt to be
named as aut hori zed user for renote afterl oaders based
on the training he recei ved and t hat woul d probably be
readi |y granted.

DR. W LLI AMSON: Could | read the

regulation just to nmake sure | understand the
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consequences.

MR AYRES: Sure.

DR. W LLI AMSON: An individual identified
as a radiation safety officer, a teletherapy or
medi cal physicist or a nuclear physicist on a
conmi ssion or --

MR AYRES: Phar maci st.

DR. W LLI AMSON: Well, it says "or nedi cal
physicist."

MR. AYRES: Well they shoul d have nucl ear
-- well, never m nd.

DR. WLLI AMSON: "Medi cal physicist or a
nucl ear pharmaci st on a conm ssi on or agreenent state
license or master material license permt or by a
master material |icense permtee,” a broad scope,
"before insert date six nonths from publication of
final rule need not comply wth the training
requi rements of 35.51 or 55."

MR. AYRES. Ri ght but then the | anguage |
was referring to is in B. "Physician then or
aut hori zed user" and you go on down and it says --

DR, WLLIAVSON: \Where does it say
physi ci st?

MR. AYRES: "To performonly those nedical

uses for which they are authorized on the date need
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not conply with the training requirenments of Subparts
B and A"

DR, WLLIAMSON. Were does it say
physi ci st ? It says physicians, dentists, or
podi atri sts.

MR. AYRES:. kay.

DR. WLLI AMSON: It doesn't say physicists

in there.

MR. AYRES:. All right, | wasn't preparedto
talk on this but we -- clearly on the physician all
right.

DR. CERQUEI RA: W' re not going to be able
to resolve all this.

MR. AYRES: Yes. | certainly understand
your recomrendati on and certainly reviewit inlooking
at the rule. | wasn't prepared to discuss the
gr andf at heri ng whi ch seens rel ati vely strai ghtforward
i n nost cases.

DR. CERQUEI RA: So we still have a notion
onthe floor. Is it still relevant Jeff? Do you want
to keep it?

DR WLLIAVMSON: | think it's relevant.

MR. AYRES: Onh, it could be. Vel |,
certainly advice we'll take it and |look at it.

DR. WLLIAVSON: | would Iike to say one
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thing init's defense or it's articulated rationale
for it. | think that the idea of grandfatheringisto
basically for a popul ati on of professionals that are
working before a certain date is to be able to
guarantee that they will be able to pursue their
| i vel i hoods under the exi sting training and experi ence
regul ati ons as of that date.

MR AYRES: Yes.

DR. WLLI AMSON: And as of that date, you
know, right nowif someone is a tel et herapy physici st
doi ng just tel etherapy, all they have to dois satisfy
the conditions of the |license to be an authorized HDR
physi ci st which in this case sinply neans undert aki ng
t he, you know, accepting a comm tnent to have vendor -
supplied training or perhaps, you know, annual
training provided by another physicist within the
institution. It depends how your license is witten
really.

MR AYRES: Yes.

DR. WLLIAMSON: So | think the intent
clearly is, is that that's the rule that should be
followed in the future for sonmebody that's |isted as
a tel etherapy physicist prior to the changeover.

MR AYRES: Yes.

DR. W LLIAMSON: I'mnot trying to suggest
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that this should be a way of getting around |icense
conmi t ment s.

MR. AYRES: Traditional grandfatheringis
you retain the rights you had when the rul e changes,
and on that basis they are --

DR. W LLI AMSON: To say t hat sonebody who' s
just atel etherapy physicist who's board certifiedand
so on can only be a teletherapy physicist wthout
satisfying the new35.51 for HDR and gamma i s actual |y
then inposing an additional and different set of
requi rements which are rather different than the ones
t hey wor k under now.

MR. AYRES: What |I'msaying is not really
because we have that type of requirenment as part of --
only it's in guidance --

DR. WLLIAMSON: But | don't think it's
identical tothe one that's in 35.51-B. It's not the
sane.

MR,  AYRES: Well, | understand your
reconmendat i on.

DR. CERQUEI RA: | think we should vote on
this and nove on. You said an hour was too |ong.

MR AYRES: | was hoping it would be.

DR. CERQUEI RA: Trai ni ng and experienceis

never.
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M5. McBURNEY: | can support what Jeff is

saying if thelicense conditions are goingto stay the
sane after the new rule goes into effect.

MR, AYRES: They won't.

M5. McBURNEY: Right, so if they're not
going to stay the sane, | nean there needs to be sone
comm tnent that they have that additional training
from the manufacturer

MR. AYRES. In the therapy area they're
fairly simlar but there is of course changes.

DR. CERQUEIRA: Do | have a notion for a
vote on this, because what 1'd like to do, and Jeff
has brought up this point a couple of tinmes. W have
a | ot of discussion.

MR. NAG And not hi ng goes.

DR. CERQUEI RA: Sonetinmes we don't nake
notions. Well now, we're going to try to meke the
notion and what 1'd |like Angela to do is, at the next
nmeeting give us followup. And by followup, | want
| i ke what's been done, when it was conpleted, and if
it hasn't been done, what's the problenf

DR. WLLI AMSON: Not that we're thinking
about it or we heard what you said.

DR. CERQUEI RA: kay, soO --

DR. VETTER: One nore, | just would liketo
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support what Ruth said. If the conditions of the
| i cense change, then that becomes probl ematic.

M5. McBURNEY: Ri ght.

DR VETTER Relative to the notion.

M5. McBURNEY: Right, so he can add.

MR. LI ETG You're going to change all the
| i censes when the new Part 35 goes through? | nean,
that's kind of what it sounds |ike.

MR AYRES: You'regettingalittle outside
ny area. |'ve never made this mgjor transition on a
rule, but there is rule |anguage in there on how the
rule transitions the new part and what governs if you
have nore restrictive license conditions in the new
rule, those stay. Yes.

MR. BROMN: What |'d suggest is that the
committee go ahead, nake the recomendation. As with
all recormmendations, the staff will take that, | ook at
how i npl enentable it is and we' Il get back to you with
t he decisions that we've made.

DR. CERQUEI RA: So Rut h, one fi nal conment.

M5. McBURNEY: | would like to anend the
notion to include that when transitioning to a new
nodality that they still be required by Ilicense
condition to receive the manufacturer's training on

the new nodality.
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DR. WLLIAMSON: | guess | would like to

maybe suggest that we have an alternative anmendnent.
I nstead of that, basically include in the notion that
not only teletherapy physicists' qualifications as
articulated in the current Part 35, but also the
training and experience guidelines in the existing
regul atory gui dance for gamma stereotactic and HDR
whi ch woul d be nore general and would pin it down to
a docunent that is now in place.

M5. McBURNEY: That's exactly it.

DR. CERQUEI RA: So why don't you --

M5. McBURNEY: Restate the notion.

DR CERQUEI RA: So what are we voting on?

DR. WLLIAMSON: Ckay, | think we are
voting on a notion which reads as follows: The ACMU
recormends that NRC interpret 35.57 to nean the
foll ow ng; that nedical physicists who are |isted as
aut hori zed tel et herapy physicists on any agreenent,
state or NRC license, or by any act of a radiation
safety commttee within a broad scope |icensee, be
all owed to be authorized nmedi cal physicists for all
nodal ities wi thout qualifications, providedthat they
satisfy the supplenentary training requirenents
contained in the current regul atory gui des for those

nodal iti es extent on that date.
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DR. CERQUEI RA: He doesn't have John's

knack for resolutions.

DR. WLLIAMSON: |I'msorry. He is sorely
m ssed.

DR. CERQUEI RA: But | think you'll get the
gist of it. W should take a vote. All in favor.
Opposed? Ckay, and then Angela if you could
transcribe that off the transcript.

MR. AYRES. Yes, that actually sounds
pretty workabl e.

DR. WLLIAVSON: | woul d be happy to hel p
edit nmy notion before | |eave.

DR. CERQUEI RA: Okay Bob, what's next. The
Aneri can Board of Radi ol ogy.

MR. AYRES: Asimlar one and t he American
Board of Radi ol ogy, ABR, has applied for recognition
under all three of their disciplines which are
di agnostic radi ol ogy. They' ve appliedfor 31.190, 290
and 390 and they've stayed away from the specific
applications for thyroid work on their applications,
and 392 and 394 they didn't ask for.

Under radiation oncology, 392 and 94,
which they are putting the thyroid cancer ablation
applications under, 490 the brachytherapy, 491's the

stronium| applicator, and 690 whi ch enconpasses all
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the high-dose stuff, the gamm stereotactic
radi osurgery and the high dose rate and tel etherapy
and so forth.

Under radiol ogical physics, they again
applied for the broad 35.50 and the 35.51. Again,
we're reviewi ng that. W have some issues. Again,
with all the board, we're |ooking at and confirm ng
that they do, as part of the board application
process, have a preceptor statement requiremnent.

Now Jeff raised an i ssue under 35.690 on
our specific nodality requirements for authorized
users, and under 693 at the bottom of the page here,
B-3, it says it has obtained witten certification
that the individual has satisfactorily conpleted the
requi rements above in this section and has achi eved a
| evel of conpetency  sufficient to function
i ndependently as an authorized user in each type of
t herapeutic medical unit for which the individual is
requesti ng authorized user status.

So there is a requirenent for the
aut hori zed user to denpnstrate experience with gama
stereotactic and radiosurgery, high dose rate,
st andar d manual brachyt herapy, tel et herapy, et cetera.
Yes.

DR. NAG What is the | anguage requirenent

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

84

on this? 1Is this the same? For exanple, like 30
years or 20 years ago --

MR.  AYRES: | think the grandfather
requirement on this is much nore straightforward
because we do not at present put authorized user
radi ati on oncologists in bins as we do nedical
physicists. So, there's no bins to sort the existing
pool and they would just get the full authorization.

DR WLLIAMSON: |I'm not sure you really
have that for physicists. | nean, you only have the
one | egal category which is tel etherapy physicists,
and there's a requirenent in guidance that for HDR and
gamma stereotactic that you have a physici st do these
things who satisfied the definition of teletherapy
physicists in the current Part 35, plus has these
additional trainings. | think you do exactly parall el
| anguage for the authorized user if I'mnot m staken.

MR. AYRES: W have aut hori zed for 35. 600,
35.400, and 35.300. There's three bins if you would
for atherapy authorized user. For authorized nmedi cal
physicists we have the sane three bins. They're
authorized for either tel etherapy, high dose rate or
gamma stereotactic radi osurgery. That's howthey're
currently binned. Now howit ends up, well let's not

go back there.
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DR, WLLIAVMSON: It currentlyreferstothe

current Part 35. | mean, howthey will be binned is
what you nean.

MR. AYRES: Under the current Part 35,
there's no binning of the authorized user for therapy
except in the broad 600, 400, 300. The nedi cal
physicists are usually not involved in 300, the ones
that are working in therapy, they may or nmay not be.
There's no requirement that a nedical physicist be
there, so that's not an issue. But they are binned
400, 600, and 300 in six bins. We heard vyour
reconmendati on and hopefully we can nove on here.

DR. CERQUEI RA: We've got to think about
t he physicist and Dr. Nag do you have a coment ?

DR. NAG Yes. W had along discussionin
the | ast neeting and since |' mnot cl ear what portion
of our discussion was acted upon, | would Ilike
clarification here. One of the major discussions we
had was what the radiati on oncol ogi st, the 500-hour
requi renments and those 500 hours, it was not clear
were they to be 500 hours separately for high dose
rates, separately for gamm knife, and separately for

MR. AYRES: | can head that off quickly.

The answer's in your book, the letter from the
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chairman to Dr. Hendee | believe. It gives our
positiononthat andit's that they will be aggregated
in a single 500 or what ever expansion task that is to
nmeet the necessary training.

DR CERQUEI RA: Wi | e peopl e are | ooki ng at
t hat so they can comment, since they haven't seenit,
the confirmation of preceptor statenent, that's been
sonmet hing that showed up on all of these, but if you
make that an eligibility requirenent for the board,
shoul dn't that satisfy your requirenments as well?

MR AYRES: Yes, and the issue is whether
the boards require it or not. It's not certain that
ABR does. The draft letter back to themw |l ask them
"wel |, what do you require in the way of neeting this
objective of the rule?" Their initial subm ssion
didn't go into that.

DR. CERQUEI RA: Ckay.

MR. AYRES: They may or may not. We'll| get
down to the bottom and then there's the broader
| ssues, but you're already gettinginto nost of those.

The medi cal physicists we have the sane
issue that we had wth the Board of Medical
Physicists, which is the three specific nodalities.
Agai n they ask for the RSO qualifications. It's the

same issue. They really don't neet the one year
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specific training and experience requirenment and the
preceptor statenment under 35.50-A but they cone in
under 35.50-C agai n.

And the letter fromthe chairman to Dr.
Hendee really does give our position | think quite
clearly on the 500- hour, whether it suns for 400, 500,
600, 300 you end up with 2,000 hours and t heir answer
is no. It's 500 plus and the plus would be if you
couldn't stuff it all for all those nodalities in 500.
Yes.

DR. W LLI AMSON: Coul d you go back to the
radi ati on oncol ogy slide application?

MR AYRES: We're still on it.

DR. WLLI AMSON: No, there was one where
you listed all the things that ABR had requested.
That's the one | wanted to just nake a comrent on.

MR. AYRES:. Ch, okay.

DR. CERQUEI RA: Just go backwards for the
sake of tine.

MR. AYRES. There we go, okay. |  was
figuring out if it was up, down, right or left.

DR. W LLI AMSON: Under radi ati on oncol ogy,
Dr. Kapp's (phonetic) letter, you know, Decenber 26,
2000 actually includes 35.390 which is the general

radi ophar maceuti cal authorized user status.
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MR. AYRES:. Yes, you nean under oncol ogy?

DR. WLLI AMSON: Under oncol ogy, Yyes.

MR. AYRES: Ckay, | may have -- if it
includes it, it includes it andit's just an error on
ny preparing the slide. But certainly addressing
everything that's asked for, and | just omtted one.
| had it up here. | didn't nove it down here.

DR. CERQUEI RA: So Dr. Nag, did you get a
chance to look at the letter?

DR NAG Yes.

DR. CERQUEI RA: And you're in agreenent
with the response?

DR NAG Yes.

DR. CERQUEI RA: Ckay.

DR. NAG That i ncludes now.

DR. CERQUEI RA: Right. Now Bob, where do
you stand? | nean, you know t he ABR was preapproved
in the past, so have you responded to themw th these
i ssues and have they gotten back to you?

MR  AYRES: Wll, we're holding the
response.

DR. CERQUEIRA: So you haven't sent
responses out to any of the boards at this tine?

MR. AYRES: Well, only two commruni cations

went out, yes, the letter out to the American Board of
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Nucl ear Medi ci ne which went out before we found out
there was a problemwith getting the rule out in a
timely fashion, and the letter fromthe chairman to
Dr. Hendee which partially clarified some of the ABR
| ssues.

DR. CERQUEI RA: Right. Well, | think the
suggestions of the commttee would probably be that
once this gets resolved that hopefully we'll be able
to go forward with this. W'dreally need to notify
t hem because to nmake sone changes in the eligibility
requirements for preceptorship statenments and
everything can take a year or two. | wouldn't hold up
boards pending the actual | anguage in their
eligibility requirenments.

MR. AYRES: Well wunderstand there's no
deadline on this. |If the rule becones effective and
t hey haven't nmet the requirement andit's the decision
of the board whether they choose to alter the board.
W' re getting ahead i nthe di scussionitem where they
wishtoalter their requirenents in a sonetines nmajor,
or sometines mnor way to neet the requirenments.
There's no deadline. There m ght be a period of
nonths or weeks or years that they wouldn't be
recogni zed, but once they do they can go on the |ist.

DR. CERQUEIRA: But | think you can
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mnimze that. It would be in everybody's interest to
do that.

MR AYRES: Yes it would be --

DR. CERQUEIRA: It would mnimze the
transition period.

VR. AYRES: It would be a big
adm ni strative burden on us. This guy was certified
inthis time period which nmeans he's not eligible for
this tine. That would be really -- it would be nice
to avoi d.

DR. CERQUEIRA: | guess what we're
suggesting i s once t he deci si on's been made and you' ve
al ready done the work and there's i ssues, and if these
boards don't know that there's issues, they're not
going to be able to respond.

MR. AYRES: The boards know the issues
because they in fact identified them thenselves in
their letters to us.

MR. BROWN: This is Fred Brown. | can
speak for John Hi ckey. W agree, Dr. Cerqueira, these
need to go out as quickly as they can once we know t he
status of the final rule and that's our plan.

MR. AYRES:. Yes, we're continuing to work
on them and; in fact, | have several of them al

drafted and ready to go once we know whi ch direction
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we' re goi ng.

DR. CERQUEI RA: Hopefully that will be
soon. MR AYRES: Yes.

DR. CERQUEI RA: Why don't we go on to,
what's the next board? Go ahead Jeff.

DR WLLI AVMSON: What are your responses to
the radiation --

MR. AYRES: W did --

DR WLLIAVMSON: -- excuse nme, what are
t he responses, your proposes responses intheletters
for radiation oncol ogy?

MR. AYRES: Well, they're draft right now.

DR. WLLIAVSON: Can | ask what they say?

MR. AYRES: | basically reviewed them and
we got to go back with questions, particularly with
regard to the preceptor statenent. | got to | ook at
-- | haven't prepared that letter yet. That one's
under preparation, but | need to look a little nore
cl osel y about their training andindividual nodalities
t oo, whether they certify that.

The Aneri can Board of Cardi ol ogy i s under
review. It |ooks |like, well they neet everything. It
| ooks like it's no problem no outstandi ng i ssue, one
clarification. | talked with their nmanager.

Thereis a-- inthe preceptor | anguage it
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says a preceptor has to have training -- or be an
aut hori zed user for 35.190 and 290 and the question
came up, do | need the 190 authorization if I'm
serving as a preceptor to only grant 290? It seens
obvious that you wouldn't if you're only going to
wite a preceptor statement for 290, 290 woul d be all
t hat you shoul d need.

| think the rule nore or | ess antici pated
t hat t he nucl ear, the pure di agnosti c nucl ear nedi ci ne
si de where al nost all of themask for both 190 and 290
and many of the 300s. So there's no outstanding
i ssues that we can see there at this tine.

The Anerican Board of Sci ence and Nucl ear

Medi ci ne | ook | i ke they have a | ot of probl ens because

they're -- well, | don't want to go into what the
conmposition board -- they're only asking for
aut hori zati on under 35.50-A. They have no ot her

avai |l abl e authorized user path, so 35.50-C is not
avai l abl e to themand they clearly | ook |i ke they have
difficulties in nmeeting the one year and the RSO
preceptor statenents.

So right now I've got to wite back to
t hem and, you know, ask for clarification on this.
But if they don't neet that, it |ooks |like they would

not gain recognition.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

93
DR. CERQUEI RA: 1s anybody famliar with

t his board?

MR. AYRES: It's kind of affiliated with
SNM or the Anerican Board of Nuclear Medicine, and
it's aboard of science professionals, Ph.D. chem sts,
electrical engineers and other related nedical
professionals that are kind of aggravated into this
one board.

DR. VETTER 1'Il give you an exanple of
t he type of person who m ght be certified by themwho
t hen practices radiation safety, and that would be a
consultant. They've never actually practiced at a
medi cal center but they consult for nany nedical
centers, so there's no way to get the one year of
experience under a certified RSO

MR. AYRES: Unl ess you go back in their
training which is by the board by now. Anyway, they
would certainly, those of their individuals who
currently are authorized as RSCs would retain that
under the grandfather provision. But it |ooks |ike
they will have difficulty gaining recognition

Points for discussion. | think we hit
nost of them Those are the boards the work's been
done on since | |ast spoke to you.

DR. CERQUEIRA: How many others have
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subm tted?

MR. AYRES: | had the whole list at the
start. There's seven boards | believe that have
subm tted.

DR. CERQUEI RA: So and we went over all
seven of those?

MR. AYRES: It's in the handout. The first
two slides are all of the boards that have subm tted.

DR. CERQUEI RA: All right, so there are no
others then. Then basically you're up to date?

MR. AYRES: Yes, there are other boards
t hat haven't submitted and, in fact --

DR CERQUEIRA: Well, if they haven't
submitted then --

MR. AYRES: Two osteopathic boards 1've
spoken to. | didn't put slides on them because they
have not submitted. They intend to submt once the
rul e goes out.

DR. CERQUEI RA: Ckay.

MR. AYRES:. So there's others that plan to
subm t but have not.

DR. CERQUEI RA: So we had di scussions inthe
past that there m ght be hundreds of boards that woul d
be applying, but the reality is the nunber has been

relatively small
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MR. AYRES: Yes, in fact the nunber of

boards that have currently applied are far |ess than
t he nunber of boards that are currently recogni zed. |
think we currently recognize twelve, seven have
appl i ed, and one of those is a new board.

MR LI ETOG But aren't some of those foreign
boards, |ike the Canadi ans and the British?

MR, AYRES: Yes.

MR LIETG So they wouldn't --

MR AYRES: There are two British we |ist
and I'mnot too sure that hasn't co-listed a single
British board. The Canadi ans, there's three foreign
boards in there. The Board of Nuclear -- the
Certification Board of Nucl ear Cardi ol ogy i s a newone,
and so we have six -- well four -- basically six
currently | ongstandi ng boards that have applied to us
for recognition.

DR. CERQUEI RA: Good, well maybe we coul d
save five mnutes for the intravascul ar brachyt herapy
di scussion which I'msure will be. Any other questions
for Bob?

MR. AYRES: | think we've dealt with these.

DR. CERQUEI RA: Jeffrey.

DR WLLI AMSON: | understand this issue's

going to conme up again this afternoon, is that right?
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MR AYRES: |I'm going to be at -- this

afternoon, so | won't be here. |1'mscheduled to give
a talk this afternoon.

DR. CERQUEI RA: Come up i n what way? Under
new busi ness?

DR WLLI AMSON: Wl | | understood t here was
going to be a speaker fromthe AAPM who was going to
address the issue again with a proposal.

M5. McBURNEY: That's correct.

DR. WLLI AMSON: Since Bob won't be here to
hear that person, you know, it m ght be appropriate to
di scuss what the AAPM speaker has said. W have the
slides distributed here.

DR. CERQUEI RA: What are the w shes of the
commttee, do it nowrather than part of new busi ness?

DR. NAG W can do it now It's the sane
l'i ne.

DR. DIAMOND: | think it would be fine to do
it now Bob is here.

DR. CERQUEI RA: Do we have t he
representative then?

PARTI Cl PANT: He was tol d he wasn't on unti |
2: 00, so he left.

DR DIAMOND: So wait until 2:00.

DR. CERQUEI RA: kay.
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MR. AYRES: | managed t o get dual schedul ed.

Jeff isfamliar with the conpeting neeting. One of the
items there is, Jeff is on the commttee, but we're
working on, | think it's an inportant point to note
when you review the guidance docunent is one of the
things NRC is encouraging in the new regulations is
adopting of industry standards.

| have a comm ttee working with Jeff on one
and there certainly could be nore. Unfortunately, APM
does a | ot of good work but they don't devel op i ndustry
consensus standards, and | think they' re |ooking
t owar ds doi ng sonething in that area. And so what, for
exanmpl e, was pointed out in the guidance, you can
accept the nodel program devel op your own, or accept
an industry standard.

DR. CERQUEI RA: Good. Well, thank you very
much. The next discussion is on wupdate on
i ntravascul ar brachyt herapy and Donna- Bet h Howe.

M5. HOAE: | don't have a m crophone. Ckay,
can you hear ne? |'messentially going to be giving

you an update on the guidance that we put out for

i ntravascul ar brachytherapy. | don't have any slides
because 1'Il be speaking to the handouts in your
not ebooks, and at the end I'Il give you just a quick

updat e on m s-adm ni strations that have occurred since
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the last tinme we net.

What you have in your handout is the June
12, 2001 letter nenmorandum to the regions from Don
Cool, giving updates on guidance. |t supercedes two
menos that went out, one was February of 2001, which
was addressi ng the Novoste beta cath and the ot her was
January 26'" which was discussing the Cordis system

The maj or di fferences are t hat we have ki nd
of witten things in a little bit nore general and
conci se manner. Primarily intraining and experience,
that's the same. We're still requiring 35.940 for
i ntravascul ar brachytherapy for these particular
devi ces. Intravascul ar brachytherapy i s not one field.
It may be many different field depending on what the
device is. So, what | say for these two devices may
not apply for the next device com ng down the road,
okay.

W' re still requiring vendor training for
the authorized user, the interventional cardiol ogist
and the medical physicist. W are no longer really
defining things as a team but we're saying that the
aut hori zed user is responsible for the procedure and
that the authorized wuser wll consult wth, an
i ntravascul ar cardiol ogi st or that could also be an

i nterventional radiol ogi st, and t he nedi cal physicist.
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And then instead of requiring in the
earlier nmenos all three nmenbers of the team to be
physically present during the procedure, we've
i ndi cated that you nust have the physical presence of
t he aut horized user or the nedical physicist. That in
sort, we assunme the cardiologist will be there, but
there is sone optional |eeway there. Dr. Nag?

DR NAG | think | have very strong
reservations about that. W had a | ot of di scussion at
the [ ast neeting.

M5. HOWE: You did.

DR. NAG And there was no final consensus
that this should be an or. Just changi ng that one word
from and to and/or makes a huge difference w thout
consulting or without tal king back to the ACMU .

The reason | have great reservationis that
by changing this to an or, you would have a scenario
that you are having an interventional cardiol ogist
present who is very good in putting in catheters and
taking care of the interventional part of it, and you
may have a physici st very good in cal cul ati on, but does
not have the anatom cal know how of blood vessels
inside, and if there is a problemyou don't have that
one person there who has both the radiation safety

know edge in their head as wel |l as the nedi cal training
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required tointervene with that second part. That very
much concerns ne.

So this should not have renained an or
wi t hout getting back to us. This should have remai ned
as an and and not an or. So it's that one word. And
the other thing that concerns ne is that you can neke
-- this is not a regulation, but this is what, an
amendnent ?  No.

M5. HOAE: This is a guidance.

DR. NAG Yu can nmake a gui dance where you
make a slight change of the word and that changes the
entire neani ng and entire substance of the whol e ruling
and that very nmuch concerns me, and | would like to
have some feedback from sonme of the other nenbers of
the conmttee about this.

M5. HOAE: | reviewed the transcript from
the I ast neeting several tines before in preparation
for this and it appeared to us that in the |ast
neeting, there was pretty nuch a consensus that the
conmttee did not want torequire all three individuals
to bethere and that the flexibility of two individuals
woul d be nore acceptable to the comm ttee nenbers.

What we tried to do in specifying the
aut hori zed user and t he nedical physicist istoinsure

that we wll always have soneone there that has
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radi ati on safety know edge and the ability to do dose
cal cul ati ons in brachyt herapy.

It can either be the authorized user or if
the authori zed user is not available and it's just the
i nterventi onal car di ol ogi st the interventiona
cardi ol ogi st has substantial experience in, or the
i nterventional radiologist because it may not be the
coronary arteries, has extensive experience in the
medi cal aspects, can recognize when the patient's
havi ng a nmedi cal problem can take care of that, while
at the sane tine, the nmedi cal physicist can suppl enent
that information as far as the dosinetry, so he can
know pretty quickly whether he's got a radiol ogica
concern in addition to whatever the problemis

DR. NAG But the concern that | have, you
don't have that one person who has themboth. Because
in an emergency what you need is sonebody who's
famliar with both.

Let ne give you a scenario. The rmgjor
scenario |I"mworried about is the fact that source is
now inside the patient. The physicist can do the
calculation and say well the set anount. But the
physicist is not famliar or not very conpetent about
handl i ng anatom cal stuff.

So now it goes back to the interventional
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cardi ol ogi st who is very good at the interventiona
procedure but is not very confortable with handling
radi oactive material. So who is going to handle it
now?

DR. CERQUEIRA: Dr. Brinker is in the
audi ence and he was actually at the |ast neeting
Maybe we could get himto cone to the m crophone and
make some comments as well. But while we're waitingto
do that, maybe Dr. WIIlianmson, you wanted to make a
conmment ?

DR WLLIAMSON: | think we didn't cone to
a consensus that there should be an and, and sone of
the considerations that were involved is that the
radi ati on oncol ogi st is still the authorized user. The
regul ations are very clear that that individual has
responsibility for the conduct of the procedure and has
the ability to be there, require hinself or herself to
be there, or designate a resident of, if appropriate,
i f the physician has confidence in the physicist and
the rest of the team to handle it, then just that
gr oup.

I think the intent was to provide sone
flexibilities to |icensees, recognizing that the
devi ces have very different | evel s of conplexity, very

different | evel s or probabilities of error and probl ens
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and that one size doesn't fit all. And we did have
qui te an extensive discussion.

DR. CERQUEI RA: Yes, we did.

M5. MBURNEY: | don't think it was a
consensus one way or the other.

DR WLLI AMSON: Yes, | think we couldn't
achi eve a consensus on the and, that's for sure.

DR. CERQUEI RA: Dr. Brinker, do you want to
make any comment s?

DR. BRI NKER Well obviously | appreciate
the opportunity to speak to you all again and |
configured myself between my colleagues, radiation
oncol ogists. 1'd just like to say that the | ogistical
problens that we discussed at the last neeting were
acconmpani ed by a suggestion and that is that we don't
precl ude situations where there i s an agreenent bet ween
all three nenbers of the team that a cutting edge
approach to this mght be taken to solve a potentia
|l ogistical -- not a potential, a real |[ogistical
problemin many areas.

This by no neans nmeant to di senfranchise
any nmenber of the team all three of which we consi der
to be very inportant. The background of sone of this
is the fact that this scenario of having a radiation

oncol ogi st aware of a particul ar case or situation but
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not necessarily physically present has been used pretty
frequently in Europe, which operate under a nunber of
constraints, sonme of which don't pertain to us.

But, the concept is not unreasonable. M
t hought when | proposed this the last time was that in
certain institutions where you have the three nenbers
of the teamagree to this configuration, and who wl |
put the necessary noni toring and checkpoints in notion,
that this could be done. | don't think in proper
reflection that this should be a problemfor anybody,
because if the radiation oncology arm of the team
doesn't agree at that institution, that should be
respected, and that was the gist of the conments.

| thought actually when I left that people
pretty much agreed to that concept. The wordi ng may be
alittle bit less precise and it could certainly be
corrected by just saying when all three nenbers of the
team agree, and | hope everybody woul d be happy.

M5. MBURNEY: | think 1'd also like to
poi nt out that just because we say the authorized user
or the nmedi cal physicist have to be physically present,
that does not exclude the cardiologist from being
physically present.

DR. NAG | don't think that answered ny

question at all. M concern was sonewhat different.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

105
MS. HOLAHAN: You want the authori zed user

there at all tinmes?

DR. NAG |If the authorized user, |ike now
the authorized user is the only person who is nost
confident, fam liar with both conmponents, the radiation
conponent as wel |l as the nedical anatom cal conponent.
| would like to invite Dr. Tripuraneni who has been
doi ng i nterventional brachytherapy |onger than | have
and see what you think this would do to your practice.
He's a pioneer in this, and | invite -- Manny, can |
invite Dr. Tripuraneni to say a couple of words?

M5. HOLAHAN: | would like --

DR NAG It is very inportant.

M5. HOLAHAN: |'d Iike to point out that in
the last neeting, one of the mmjor concerns, and |
think the commttee discussed it for a significant
amount of tinme was the fact that, at many of the
hospital, they could not get the radiati on oncol ogi st
for 24/7 coverage. They couldn't get the nedical
physi ci st for 24/7 coverage and so t here was trenendous
di scussi on about the fact that all three nmenbers of the
teamat many hospitals weren't available for 24/7. So
t here needed to be sonme kind of flexibility, some kind
of conprom se that the team could go ahead and treat

patients without all three being present.
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DR. NAG Except that it's nuch easier
because radi ati on oncol ogy and nedi cal personnel and
who are al ready on nedi cal standby, it's nmuch easier to
get a radiation oncol ogi st inmediately than to get a
medi cal physicist imediately. The other thingis, if
you have a situation where they are so understaffed and
they can not have center coverage, then that center
shoul d not be doing treatnment wi th high dose radiation
where there's a potential for severe probl ens.

DR. CERQUEI RA: Well, | think that sone of
the discussion related to the fact that sonme of these
devi ces are nmuch nore straightforward in terns of the
adm ni stration, the dosing and everything el se. There
was a | ot of discussion, | think Neki made sone points,
that if you're going to be denying access to sone
patients for a technique which is valuable, then that
really kind of limts the care.

| certainly would entertain, make a t hree-
m nute conment period if you'd like to make it about
your experience withintravascul ar brachytherapy. This
is obviously a difficult question. W'd like to get
everybody's viewpoint and | think what the staff was
trying to do was just trying to be pragmatic to nmake
the service available in a way that would help the

patient and clinicians. If you could cone to a
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m crophone. Do we have one back there?

DR TRI PURANENI : Thank you for recogni zi ng

DR CERQUEIRA: |I'm going to watch the
clock, so | don't want to be rude, but this is an add-
on, so three m nutes.

DR. TRIPURANENI: W started vascul ar
brachyt herapy i n March, 1995. W have done about cl ose
to 1,200 cases of it so far. W have experience with
just about all systens that are currently approved and
also currently going through the investigational
procedures. | think it's probably inportant to have
all three menbers of the teamand this was the point of
Dr. Nag.

| do agree that there are nmultipl e systens,
and even though sone systens nmay seem strai ghtforward
and sinpl e, sone of thedifficulty in admnistering and
m s-adm ni strati on seens to happen wi t h one systemnore
than the other. It's probably the design of the system
rather than actually the isotope, et cetera, right in
t here.

That's when | think it's inportant to have
all menmbers of the teamfor the safety of the patient
nore t han anything el se. By giving the | eeway, | think

what you're doing is you're really not asking the
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institutions to devel op policies and procedures.

| do respectfully disagree that actually
the thisisreally not a 24 hour and 7 days procedure.
Most of the institutions have devel oped policies and
procedures howto actually integrate there day-to-day
practice between interventional cardi ol ogy and
radi ati on therapy. For exanple, we have not denied a
single patient so far, even though technically we do
only two periods of this procedure, and then we're
doi ng corporate energencies that come in because it's
for instant regional cell only.

So | don't think it's really a 24/7. W
can work out these things into the day-to-day
procedures sir. I think the European candidate
training is somewhat different and actually they are
much nore broad-based. In sone of the European
countries, you really don't even need a radiation
oncol ogist, and in fact, to give chenotherapy, you
don't need a chenot herapi st, aradi ati on oncol ogi st can
give chenotherapy. So you really can't extrapolate
experience fromthere to here.

So in summary, | think fromour experience
havi ng used all systens, | do think actually having all
three nmenbers at the table is hel pful

M5. HOLAHAN:. What facility are you fronf
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DR. TRIPURANENI : Scripps Cdinic in La

Jol I a.

M5. HOLAHAN: Ckay.

COURT REPORTER |I'm sorry, could the
speaker identify hinself for the record please.

DR. TRI PURANENI : Prabhakar Tri puraneni and
I'"'m a radiation oncologist at Scripps Cinic in La
Jolla, California.

DR. NAG For your information, Scripps
Cinic was the first institution and that institution
has a long list of experience in intravascular
brachyt herapy in this country.

DR. CERQUEI RA: Di ck?

DR. VETTER | have just a little bit of
problemw th the patient who is on the table. You're
doi ng angi opl asty and the cardi ol ogi st deci des that
this patient would be ideal for 1VB. The cardiol ogi st
can get a hold of the physicist and the radiation
oncol ogi st but both can't conme there inmediately to do
the procedure. They agree on what the prescription
shoul d be, but the only way they can do the procedure
is to pull the catheter and do the patient again
tomorrow, and that introduces nore risk.

DR. NAG | think 1'dlike to -- you' ve had

several of these. Can you tell nme howyou responded to
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this situation?

DR. VETTER And while he's on the way to
t he phone or to the m crophone, it introduces nore risk
and we' re aski ng the regul ator to make a deci si on about
that risk. Personally, | think it ought to be the
medi cal teamthat's maki ng the deci si on about whet her
or not to reintroduce a catheter tonorrow

DR CERQUEIRA: I'd like to add as a
clinical cardiologist, for ne to take a patient out of
the cath lab, a lot of these people conme in wth
instent restenosis with an unstable course. They're
havi ng synptons and to basically have to | eave t hemon
anti coagul ation for 18, 24 hours adds a certai n anount
of risk, |l eaving the sheaths i nsi de add sone addi ti onal
ri sks, taking the sheaths out and then having to put in
new sheat hs adds even nore ri sk on the anti coagul ati on.
So it's not an ideal situation.

I f you can basically get sonebody t here who
has the experience and the know edge to calculate a
dose and do the procedure, that's optimal for patient
care.

DR. NAG And | have had that situation
happen to nme nuch nore frequently with the intra
operative radi ati on where the surgeons are taking too

much out and t hey need ne i medi atel y, and t hat happens

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

111

at a much hi gher frequency than ever happened to ne in
i ntravascul ar brachyt her apy. Radi ati on oncol ogi sts
because t hey are doi ng so nuch brachyt herapy for cancer
wor k, are nuch nore readi |y avai |l abl e t han apprenti ces.
Apprentices at night are nore difficult. Radi ati on
oncol ogists are always available for radiation
enmer gency. If in twenty mnutes you can not renove
radiation from an inplanted patient, that hospita
shoul d not be doing any brachytherapy at all.

DR WLLIAVSON:. But do the Federa
regulations require you to be present to do an
i ntraoperative inplant?

DRR NAG W are the one doing the
i ntraoperative, no one el se.

DR. WLLIAMSON: You are the one doing it,
but you're able to staff that in the way you want
wi t hout a Federal regul ation that requires only you and
you al one to be there.

DR. NAG For high dose rate brachytherapy
yes. The authorized user has to be present and
i ntravascul ar brachytherapy at the dose rate is
apparently given this high dose rate brachytherapy.

DR WLLI AMSON: Yes, but the treatnent for
hi gh dose rate brachytherapy yes, but not for |aying

down the catheters in the operating room There's no
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NRC requirenent that requires --

DR. NAG That's fine. You can lay the
catheter for intravascul ar brachytherapy, just don't
put the radiation source in.

DR. CERQUEI RA: Sore of the di scussion that
occurred last tinme also related to the fact, we're
tal king right now about very specialized centers with
expertise with a |lot of bodies around, but if you're
really going to do this, in not such a prestigious
institution and especially as you identified the fact
that radi ati on oncol ogi sts are getting busier. They're
doing nore things in the operating room which nakes
availability nore of an issue for clinical sites.

| can tell you at our center, we have to
el ectively schedul e t hese tw days a week and soneti mes
we've got patients coming in and the radiation
oncol ogi st has an energency of some sort that we
basically can't do the procedure. So | think the
di scussion last tinme was, if you're going to have a
techni que that's been of ficial and you' re goi ng t o make
it available to do the greatest good for the patients,
you need to stream i ne the process in such a way that
you can nake it available, while at the sane tine
guar ant eei ng safety.

DR. TRI PURANENI : The great majority of the
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patients with instent restenosis, at least in our
institution, are schedul ed procedures. That's where
this has been approved to use in radiation therapy. |
woul d say in excess of 95 percent of them

W do an occasi onal energency that actual |y
could not wait. For exanple, sonebody conmes in let's
say on a Friday norning, we certainly don't wait until
next week. We actually go in and do the case at Friday
noon or whatever. W do want to take care of the
patients first there.

The second thing | think is one the
situations that the chairman tal ked about is sonebody
at their periphery. For exanple, several small centers
where they do a diagnostic angiogramfind an instent
restenosis and actually ship the patient as of that
point intinme, we actually acconmodate themw thin the
next several hours to actually take care of those
patients.

And as they're getting confortable, they
actual ly go into angi opl asty at that point so that the
patient is unstable. However, they do not have
radi ation therapy available at that center. They
actually ship the patient to regional centers such as
our site and el sewhere.

In the beginning we did not know what to
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do, but | think with the recent June 12'" NRC gui dance
docunent, we actually decided to go ahead and offer
radi ation therapy at that point, within the first 48
hours, rather than wait for the next instent
restenosis. Were thereis a way, you can find ways to
actually do it and | think having to do this vascul ar
brachytherapy with the two nmenbers should be an
exception rather than the rule.

DR. NAG The other thing that concerns ne
is that if you having the procedure being done in
centers that are doing very few of them in centers
that are not well equippedto dothis, youare goingto
end up with poor results. And once you start getting
poor results, you tend to w pe out an extrenely good
techni que because it's not done well.

So, | would prefer these to be done in
centers that have the experience, that have the know
how and that have the safety to back them up. | f
you're doing only it only once in a bl ue noon, you can
not respond to energency.

The other thing that concerns ne, | am
doi ng i ntravascul ar brachytherapy and let's say at ny
center, because of a newruling, the cardiol ogi st says
well, we will be doing this with a physicist only.

Now, |I'm the authorized user. It is going under ny
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license. If there's a problem |I'mnot doing it but
I'"'m responsible for it but |1 have no way of
supervi sing, no way of know ng what is going on under
ny own |icense. | amnot prepared to have things done
under ny license when | have no control over what's
goi ng on.

And also, if | don't do it often enough,
| et's say the cardiol ogi st says well, we have to do it
now, they don't call ne. They doit with a physicist.
I woul d not be keepi ng abreast and | ater on when | have
togointoit, I will just like a hospital where I'm
doi ng one a year and | have no idea what |'m doing.

DR. CERQUEI RA: Let's sort of go around the
room This is obviously a conplicated issue and we
haven't heard from sone people. Wy don't we sort of
start at this end and float around. Dick.

DR VETTER Nunber 1, | ama firmbeliever
in efficacy but I do not believe that's within the
purvi ew of the NRC and | don't think we want it there.
Nunber 2, at any institution the authorized user is
responsi ble, andif the authori zed user's unconfortabl e
with the way things are done or proposed, the
aut hori zed user sinply nmust say no.

DR. WLLIAMSON: | think the other thing

woul d I'i ke to point out is we have a | ong debate during
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t he devel opnent of the new Part 35 over the staffing of
renot e aft erl oadi ng procedur es and t he conmuni ty pushed
very hard to rel ax the attendance requi renents for high
dose rate brachytherapy, from requiring a nedical
physi ci st and an aut hori zed user to be present during
the whole treatnent, to nedical physicist plus a
physician trained to undertake energency applicator
removal under the supervision of the authorized user.

So you know, we do have precedents where we
attenpted to sort of put in place a guidance that was
alittle nore bal anced, that respected patient safety,
but gave some flexibility in staffing so that in an
institution. Wiere you have a seni or resident that you
trust to delegate this responsibility to, you don't
have to be there every mnute and you can wite the
witten directive, have your designee be there.

So | think this kind of a guidance all ows
you to, | think, tailor the staffing policy to the
conplexity of the procedure and the risk

DR. NAG I'mtelling you not the way this
gui dance i s witten, not saying that you nmust have | ess
than -- it doesn't allow ne to have a desi gnee there.

DR WLLI AMSON: Sure it does.

DR. NAG | have no problemif | have a

desi gnee there.

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

117
DR. W LLIAVMSON: It's consistent with that.

DR. CERQUEI RA: Let's sort of go around and
we' || give everybody a chance to -- Sally.

M5. SCHWARZ: | believe that within an
institution certainly, you have to have gui del i nes and

I think for the NRCto regulate all of these issues, |

think it becones nore inflexible. | understand your
concerns but | think each institution will have to
essentially -- | think that the regul ation can't be so

constrictive and that it's better to alloww thin the
institution you to nake choices and set up a gui dance
that allows you to operate safely and effectively,
rat her than to be regul at ed.

DR. CERQUEI RA: Ckay. Ruth do you have
anyt hi ng?

M5. McBURNEY: Yes. Right now nost of the
states, agreenent states, are requiring the three-
person team approach. | think leaving it in guidance
will allownore flexibility than certainly to put any
rule in place. This is a relatively new area and we
need to see how that approach is going to go and
whet her we can pull back and be a little nore flexible
as was nentioned, a delegated type approach for the
medi cal end.

In sone cases, not this particular case,
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but we've all owed for the supervision to be avail abl e
inthe facility in case of an energency type situation
rather than to be actually, physically present in the
roomat all tines. But what | think that we need to do
is kind of see how we're going and what sort of
probl ens ari se and howto address those, but | eavingin
gui dance.

DR. CERQUEI RA: Leon, do we have enough
time?

DR. MALMUD: I'Il be very brief. 1 think
that the credentialing process of the Joint Conm ssion
for Accreditation of Health Organizations i s one which
gives this responsibility to the nedical staff of the
hospital, and this should be a credentialing issue
within the institution.

It woul d be a m stake for us to assune t hat
the NRCwith all of its wisdomshould be the party to
decl are who should and who should not participate.
Havi ng said that, it would be extremely wi se for each
heal t hcare institutionthat will be doi ng brachyt herapy
to have participating in the process soneone who is
either the licensee or the designee of the |licensee to
make certain that your concerns are addressed. But |
don't believe it should be through the NRC. It should

be through the individual institution.
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DR CERQUElI RA: Ckay. Ral ph.

MR. LIETO | feel that with the guidance
that it should remain guidance. | agree that it
shouldn't be a rule, that the authorized user
determ nes the team conponents. | think having it
stated that the cardiologist or interventional
radi ol ogi st be there is really kind of a noot point.
They're going to be there no matter what because of
the fluoroscopy that's done.

And so basically what | think it conmes down
to is the authorized user and/or the physicist aspect
and | think that depending on the facility that the
aut hori zed user is the guy in charge. He's the one
that's accountableto the radiation safety comm ttee or
t he NRC and t hey shoul d determ ne t he teamconponents.

In sonme institutions, they physicist is
mainly there. He's not there to do treatnment planning
or tinme and so forth. That's all been done bef or ehand.
They're mainly there to handle if there's an enmergency
renmoval that things are done safely, that surveys are
taken care of, and it very well could be that you could
have in sonme institutions a very qualified dosinetri st
that could performthat aspect that's been trained.

So to say that it has to be the specific

team pl ayers, | think that the authorized user should
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be the person that's placed in charge and determ ne
what those team conmponents are and who needs to be
there and so forth. | agree, | nean if the facility
staffing does not allow 24/7 coverage, they shoul dn't
be doi ng 24/ 7 coverage, okay. But it's the authorized
user that has the say in that.

DR. DIAMOND: | agree with a lot of the
statenents that were just nmentioned. W discussedthis
at our hospital at great length. W're the |argest
car di ovascul ar hospital inthe country, and in the past
year | nyself have done 300 of these cases.

Basically what we decided is that our
policy will be that we would wish that all three
menbers be present at all the cases unless there is
some ci rcunstance whi ch nade it physically i npossi bl e,
some extenuating circunstance, and that allows us this
flexibility if a person's comng onin for an energency
case and either the physicist or the radiation
oncol ogi st, you know, has an acci dent or has a probl em
It gives you flexibility to proceed without incurring
sonme type of therapeutic m sadventure.

But again, this was an issue that we
di scussed anobngst our nedical staff. W have our
byl aws for the Department of Cardiol ogy reflective of

this, and we feel very confortable. | nmyself woul d not
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feel confortable treating a person with a high dose
rat e procedure wi t hout havi ng an opportunity to di scuss
the risk and benefits with the patient in advance. And
again, this is just how we decided to do it at our
institution. W feel very confortable with this
approach, and this flexibility.

My one reservation regarding this whole
process was that the guidance docunment which was
pronul gated on June 12'", | don't think reflected that
sense. | don't think it reflected the sense that: 1)
we had not reached a consensus at the |ast neeting or
that, 2) if one allowed this to proceed w thout all
t hree nmenbers present, perhaps the best argunent woul d
be sone sort of an exceptional circunstance.

But in any event, | think nost of the
di scussion is noot in that the authorized user is the
ultimate person responsi ble for the managenment of the
procedure and that each nedical staff needs to discuss
this and develop policies that are commensurate wth
what they feel confortable with. | should al so say
that of the 300 cases that | nyself have hel ped
perform only one has been a m ddl e- of -t he-ni ght case
thus far.

| guess one other thing that perhaps woul d

be useful for the advisory comrittee to knowis that ny
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personal senseis that this fieldis going to continue
to evolve in that what we're seeing is that perhaps in
t he next year or two, these new coded stents may be a
wonder f ul boon for our patients inreducingthe primary
rate of restenosis.

Many i ndividuals think that perhaps what
we're going to be seeing is a shift from many of our
pati ents having fairly strai ghtforward | esi ons, nmeani ng
big vessels, large dianeters, that's to say short
| esi ons, non-di abetics, to a shift towards treating
these folks wth the nost conplex of |esions
bi furcati ons repeat treatnent, patients that have had
per haps radi ati on procedures before.

So the field really continues to evolve
and, if anything, | think we're going to be |eveling
off on the nunber of cases that we perform at our
institution on an annual basis, but shiftingit toward
the high-risk patients.

DR BRINKER | don't have anything to add
to the cogent conments made by everybody el se here. |
think that the key is flexibility and |eaving the
responsibility to the authorized user for his or her
appropri at e del egati on when they' re confident it can be
carried out.

I would just like to take the opportunity
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to thank the conm ssion for two other pieces that were
in that guidance that have greatly facilitated all of
our work in ternms of not feeling bound to the specific
FDA i ndi cati ons, and the step back procedure. 1 think
that that has done a great service to us all, and I
want to thank you for that.

DR. NAG Well, | think now having heard
fromall of you, | think what people are saying is
reasonabl e but then the wording that you have here has
to be changed slightly to reflect that, just like the
and and or wording. | think this should be changed so
that it's authorized user or desi gnee and t he desi gnee
coul d be under exceptional circunstances, and | have no
problemw th that.

The other thing is that this has to be
recogni zed t hat i nterventional brachytherapy i s nothing
but hi gh dose rat e brachyt herapy because t he definition
of high dose rate brachytherapy is 12 nmR per hour
Anything nore than 12 nR per hour is high dose rate
brachytherapy and if we did not have the specific
technically staff for brachytherapy, this whole thing
woul d have been under the definition of high dose rate
brachyt herapy and that's how we woul d have managed it.

So, alnost everything that's under high

dose rate brachytherapy should be applied to this as
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well, and therefore it is nothing but high dose rate
br achyt her apy.

M5. HOAE: | think that was Jeff's point is
that in the HDR in our guidance required all three
people to be there.

DR WLLIAMSON: | think there's atechnica
di fference between many of the systens avail able for
i ntravascul ar brachyt herapy and conventi onal hi gh dose
rate brachyt herapy.

The latter is photon emtting, has
extrenely high activity sources, and involves an
entirely different overlay of technical conplexity,
having to do with the single stepping source device,
the need to have a renote afterl oadi ng versus -- so the
35. 600 sectionwas crafted very carefully to be focused
on exi sting high dose rate devices.

And, | think if one of those devices were
used for intravascul ar brachytherapy, such as in the
peri pheral vessels, | think you' d be absolutely right
that NRC, you know, w thout question should use the
35. 600 gui dance i n determ ni ng what the attendance and
various technical restrictions are. But | don't think,
for example, the Novoste device that would be
conpl etely appropriate.

DR. NAG But t hen i ntravascul ar
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brachyt herapy under which all of these things go, also
include iridiumat nore than 500 mlicurie and that
will be the problenms with a high energy gamm emtter,
the same or simlar as iridium

DR. WLLIAVSON: But it's not renote

afterl oadi ng, so --

DR NAG It's manual

DR WLLIAMSON: It's manual .

DR. NAG Yes.

DR. CERQUEI RA: Ckay, we'll give Neki the
| ast word.

M5. HOBSON: Ckay, you know ny stand on
this. | do not want to see treatnent of the patient

denied or delayed on sone technical regulatory
technicality. | nmean, | think it's the nedical care,
the nedical profession is obligated to give that
patient the very best care, and if that involves three
people or two people, you know, |I'm not going to be
counti ng heads.

I would assune, and | agree with the
conment s t hat have been nmade around the tabl e, that the
medical institution and in this case the authorized
user, would be responsible enough to nake sure the
expertise is available to do the procedure. But |

don't want to |leave the patient dying on the table
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while we go run for soneone el se.

DR CERQUEIRA: | guess a |l ot of what we're
saying is the practice of medicine is sonething that's
already regulated at the hospital | evel, and
radi ati on's covered under a |l ot of that. But obviously
there's inherent risks and so we want to stay within
t hose gui del i nes provi ded t hat we can gi ve the patients
what they really need. Now Ral ph, you wanted to nake
a conment ?

MR. LIETO Yes, | was just going to say
t hat when we consi der this guidance, Dr. Nag's point is
wel |l taken that we can't separate, you know, beta
mdicurie versus gamma mdicurie because of the
gui dances being witten to apply to all the systens.
So, | think this is one thing we need to be careful of
t here.

M5. HOAE: | think as you | ook through the
gui dance, you'll see that for those things that are
conmon - -

MR LIETO I'mreferring to the issue of
t he team presence.

M5. HOWAE: Yes, those particul ar issues.

DR. CERQUEI RA: Yes, Neki .

M5. HOBSON: Well is it too late to, you

know, maybe Dr. Nag has sone substitute | anguage that
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woul d clarify the guidance if it isn't too |ate.

DR. NAG M suggestion would be as | said,
aut hori zed user or designee. If you put that in there,
| have no problem Then if the authorized user in
charge, if he feels that a certain person has a sim|lar
| evel of expertise, he can ask that person to cone and
| have no problemw th that. For exanple, if |I'mbusy,
" m doing an intraoperative case, | can ask a senior
resi dent, who i s nost expert in radiation and expert in
the anatony, to be there to be able to take that out if
necessary in an enmergency. That's not the problem

But the way this language is, it |eaves
open that in one center, you may not have authorized
users in any of the cases and that center would be in
severe trouble if there was an energency and nei t her of
those personnel were very famliar to handle an
energency in that circunstance.

DR. WLLIAVSON: | think if that's so, you
know, it should be anended in such ways to meke it
symmetri cal between t he physici st and t he physician so
that it's one or the other, or designee.

DR. NAG O designee, yes.

DR. WLLIAMSON: O designee of either. |
mean, because you know, as Ral ph pointed out, it would

be appropriate under some circunstances for the
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physicist to designate a therapist or dosinetrist to
cover the case.

DR NAG | agree with you.

DR. CERQUEI RA: But | guess the onethingis
so that neans -- | think sone of the gist that canme up,
you obvi ously need the cardiol ogist there, and if the
medi cal physicist is there and can deal with sone of
t he i ssues, can the teamjust be the nedi cal physici st
and the cardiologist? Could that designee be the
cardi ol ogi st who's appropriately trained?

DR. NAG No, because the cardiologist is
appropriately trained in the anatom cal positioning,
t he i sot ope positioning, but is not adequately trained
in the radiation safety and handling of radiation
material in an energency. W do this as a teamin our
depart nment . If I were not there, the cardiol ogi st
woul d have a difficult time trying to assess under what
situation they could take it out, when they coul d take
it out, handling radioactive material .

| have great regard for them in that
adequately placing the catheter. | depend on themto
do that, but | would not depend on themto be taking
out the source in an emnergency. | have no problem
havi ng a senior resident do that because | have taught

himfor three years.
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DR WLLI AMSON: | agree conpletely withDr.

Nag on this point. | think first of all, there's a
probl emof having sort of a board certified individual
in another field being the designee, because |'m not
sure it satisfied the supervision requirement. And
secondly, there's a virtue in having redundant
personnel avail abl e whenever you're doing, | think, a
procedure |ike this.

Sol think it woul d be surely a m st ake not
to have one person who is in a formal sense under the
supervi sion of the authorized user and who has mainly
sort of a technical safety background that can be a
count er bal ance and a separate pair of eyes and hands to
t he cardi ol ogi st.

DR. CERQUEI RA: Maybe | m sunder st ood sone
of the discussion because | think sone of the points
that were nade was that we're dealing with a
cardi ol ogi st who' s been t hrough t hree years, four years
of medi cal school, three years of internal medicine
training which includes oncology, three years of
cardi ology which includes a lot of radiation and
nucl ear cardi ol ogy, nucl ear nmedi ci ne, and t hen he' s got
afourthyear of trainingininterventional cardiol ogy,
which is very extensively involved.

So we've got four years, plus three of
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internal nedicine, that's seven; three years of
cardiology is ten and an extra year as an
i nterventional cardi ol ogist, that's el even years beyond
coll ege, can't we train that person sonmewhere in there
to deal with some of these issues or -- | nean, what
have they | earned during all that?

DR. W LLI AMSON: Why don't you count up the
years of training of a radiation oncologist and an
aut hori zed physicist as well and then ask, is the

car di ol ogi st goi ng to, you know, absorb t hat additi onal

training?
DR BRINKER: Can | just make one point --
DR. CERQUEI RA: Go ahead.
DR BRINKER -- that | think is germane to
this? | think that if we're interested in supplying

t he best service and the greatest flexibility, | think
it's naive to think that if the authorized user feels
that the cardiologist at his or her institution is
adequately trained in bail out techni que, that he could
desi gnate that person.

In some pl aces, thereis noresident andin
other places it's an affront to have, you know, an
i nterventional cardiologist. |'ve done hundreds of
t hese procedures and for themto be -- and at none of

them as there ever been a radiation oncol ogy resi dent
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in when a tinme when the authorized user can't be there
for himto say "well, I'"'msending this resident to be
there." It just doesn't make the same sense.

So | want to take this away froma turf
issue and nake it nore a patient safety and patient
efficacy oriented issue, and | think that putting too
limting a wording on this will not really change the
i ssues which pronpted our concern about this.

DR. WLLI AMSON: So are you argui ng that the
exi sting wording should remain or sonme additional
nodi fying the word as it sits.

DR BRINKER | wouldn't m nd the existing.
| want to keep the authorized user in the place that he
is, but I want --

DR NAG It is all.

MS. HOWE: The authorized user --

DR BRI NKER: No, what |'m proposing --

M5. HOWE: The authorized user, it says in
the beginning that the procedure will be conducted
under the supervision of the authorized user who wl|
consul t with the interventional car di ol ogi st
physi cian, nedical physicist prior to initiating
treat ment. So the authorized wuser is still
responsible. He is still providing the supervision.

It's his decision whether that supervision is in the
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physi cal present or nore renote.

DR. DIAMOND: | think that this |ast two or
three m nutes of discussion truly is nbot with respect
to what Dr. Ml nmud has said and what | have said. |
think this gives the flexibility for unforeseen or
exceptional circunstances for the procedure to go
ahead.

And | think it also makes it very clear
that the authorized user is the ultimate responsible
party, and that that institution under the direction of
the aut horized user needs to devel op policies on how
they wish to proceed with regard to this techni que and
this technol ogy. And, | feel confortable at this
point, keeping it the way it is because | don't think

t he | anguage we could cone up with is going to be any

better.

DR CERQUEI RA: Let's go around. Richard,
what do you?

DR. VETTER: |'mconfortablewith the way it
i S.

DR. CERQUEI RA: Jeffrey?

DR. W LLI AMSON: I think under the
circunstances, yes |I'm confortable the way this
gui dance docunents reads. It mght be appropriate to
add sonme nore sort of, | wouldn't say paragraphs --
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expl anat ory paragraphs, thank you, that would be the
word, maybe getting the spirit across. But, | thinkto
sort of have hard and fast rules with nore teeth and
nore different details and options is probably
i nappropriate at this tine.

So, | just want to say two nore things.
You know, | would like to echo the conment that | think
the added flexibility in using the device for stepping
for slightly different indications and so on, | think
is a great boon to the nedical conmunity and to the
ability of the community to devel op, you know, new and
di fferent indications for this technique and i nproved
techniques for treating the existing indications.

And secondly, | think also to echo the
comment to | eave this is guidance phase for awhile so
that the results of this approach can be observed,
because | think it's goingto be really very difficult
to get a consensus what we should do in terns of a
final regulation at this point.

DR CERQUEI RA: Sal | y?

M5. SCHWARZ: | agree. I think the
aut hori zed user has to be the individual in charge.
The institution at hand has to be able to devel op
policies that fit. That's where | think it should

stay, the way it is.
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CERQUEI RA: Ckay. Ruth.

McBURNEY: | agree.

CERQUEI RA:  Ral ph.

2 3 9 3

LIETO | guess | was trying to figure
out a way to maybe inprove this along the lines, and
I"mwondering if that |ast sentence and the gui dance,
if that was just struck out, and just leave it as
“procedures will be conducted under the supervision of
the authorized wuser who wll consult wth the
i nterventional cardiologist, physician and nedical
physicist prior toinitiating atreatnent,” and then he
determ nes whether he's going to be there or the
physi ci st because the cardi ol ogist is goingto be there
anyhow.

To say that they're going to be there or
not is really immaterial. They're going to be there
regardl ess peri od, whether you do t he procedure or not.
They' re going to be the one putting in the catheter and
taking it out. They're going to be there frombegi nni ng
toend. Sotheissuereally sounds |ike it's the issue
bet ween whet her the physicist and/or the authorized
user is going to be present. And | think just striking
that | ast sentence might, you know, solve that issue.

DR. CERQUEIRA: Well, we'll cone back to

t hat .
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DR. DI AMOND: Again, for the reasons |

expl ained, | feel confortable with the | anguage wit hin
t he gui dance docunment. | wasn't happy with the way it
was pronul gated, but |I'm happy with the way it is,
given the reasons | expounded upon a few nonments ago.

DR. CERQUEI RA: Jeff.

DR. WLLI AMSON: | have nothing to add.

DR NAG What 1'd like to know is after
this was sent out in June, how nany centers are doi ng
i nterventional procedures w thout an authorized user
bei ng present? Do we have any idea? That would give
me an i dea whether it can be routinely done or whet her
even t hough we have that, it's not been used, and that
woul d be of interest to ne to know. And, you know, if
it's not being done that's a noot point what we have in
here anyway.

DR WLLI AMSON:  Yes. At Washi ngt on
Uni versity, the radiation safety commttee took it upon
itself to basically say "we want both to be there, you
know, for the tine being."

DR. NAG All three you nean?

DR WLLIAMSON. Al three, well yes
essentially all three.

DR. NAG Yes.

DR. DIAMOND: It's always been all three at
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ny institution. |'mnot aware of it being done with
just the cardiol ogi st and one or the other in the State
of Fl orida.

DR. VETTER The Mayo Clinic al so requires
all three, but I'm not so sure we'd want the NRC
dictating that to us.

DR. CERQUEI RA: Yes. Neki?

M5. HOBSON: | guess |I'mconfortable with
the way it's worded but | do think this is an issue
t hat we shoul d reviewperiodically to see are we havi ng
any probl ens.

DR. CERQUEIRA: Yes, | think that's an
i mportant point becauseit's only beeninthe |last year
that these devices, two of them have been approved
certainly for cardiac applications, and you' ve got a
coupl e of problem cases of details.

Now, do you have any nunbers how nmany of
these are being done?

M5. HOWNE: NRC al ways has difficulty getting
t he denomi nat or.

DR. BRINKER: | called, | took it wupon
nyself to call the vendors and it's roughly 20,000
since approval between the two of them That's what
t hey said.

M5. HOWE: 20, 0007
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DR. BRI NKER: 20, 000.

DR. CERQUEI RA: Since March "99?

DR. BRINKER: This is since approval.

DR. NAG Novenber

M5. HOBSON: Novenber of 2000.

DR. CERQUEI RA: And of those 20,000 do we

have any information on those outcones or adverse
event s?

M5. HOWE: We have the individual case
studies and the in ned and Bob Ayres is keeping track
of them so he has the preceding m s-adm nistrations
and then |1've got the next four ms-admnistrations
here. W don't have a | ot of m s-adm nistrations, but
we don't tend to have a lot of ms-admnistrations
period, and m s-admnistrations are in order to see
trends or to identify problenms before they get out of
hand.

DR CERQUEI RA: Right. | guess the feeling
of the commttee was to keep the |anguage as is, is
that it? Okay. And basically we feel it's being done
at institutions and certainly it sounds |ike at | east
the two that you've reported on, it's being done as
prescribed, but it does give sort of the nedical
community the opportunity to regulate itself.

M5. HOWE: And that essentially was our
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i ntent.

DR. CERQUEIRA: | think Dr. Brinker --

M5. HOAE: That essentially was our intent.
The other parts | think are pretty easy to go through.
We have the witten directive foll ows nore the HDR t ype
brachyt herapy. W have to give the site and the dose.
It is high dose. W require independent neasurenent
prior to being used on a patient. W have energency
procedures. The idea that -- in the earlier guidance
we had that it was for native coronary arteries for
i nstent restenosis.

W tal ked about it last tine. Ve were
going to go to a nuch nore general authorization and
you'll see that under the Cordis and al so under the
Novoste, we have gone to that general authorization
where it says "for the use of" and then lists the
devi ce for intravascul ar brachytherapy. So, it's not
tied to the specific approval given by the FDA.

In the Novoste, we had required an
i ntroducer sheath. Now we've said they shouldn't use
it unless it's contraindicated for the i ndividual
patient. And we had the sanme thing for the dual
syringe system wunless it's contraindicated for the
patient.

And we've noted that in the ms-

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

139

adm ni strations, those two aspects conme to |ight as
bei ng our nost prom nent m s-adm nistrations. They run
out of fluid. They have a kink where the valve is and
t he sheath woul d have prevented a nunber of these m s-
adm ni strations and the dual syringe would have
provi ded an extra safety margi n al so.

W were a lot nore specific on the source
train and size and al so the stepping. W said, we've
put the stepping up into the quality nanagenent
program We have concerns whether you can provide a
hi gh confidence that what you're prescribing can be
done in sone of these systens with stepping, because
it's difficult to tell where you are. But if the
facility can cone up with a procedure that gives them
hi gh confi dence that they can do stepping, then that's
part of 35.32, the Quality Managenment Program

| think that's probably about all that I
had. Any other conmments on the guidance? And the
gui dance was put out because we are dealing wth
| i censees everyday and applications everyday. This is
not rul e-making. Qur licensees don't have four years
for us to figure out a rule and go out, so we needed
some gui dance to help patients be treated with these
devices. So that's why a guidance letter went out in

June, as soon as we felt we pretty nuch knew what the
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conmttee was thinking in ternms of it and if we could
conme up with the flexibility.

DR. CERQUEI RA: One | ast final short comment
Jeff.

DR WLLI AMSON: | understand the guide in
P32 System approval by FDA is inmnent. So what are
your pl ans for devel opi ng product - speci fi c gui dance f or
t hat device?

M5. HONE: We'll look at it and we'll see

howit fits into the schene, where it fits with things

that are comon to practices al ready done. W' || | eave
those asis. If it needs additional, we'll addit. |If
it doesn't we'll delete.

DR WLLIAMSON: Can you consult this
commttee with your proposal, at |east entertain our
f eedback?

M5. HOWE: We can always entertain your
f eedback.

DR. W LLIAMSON: Not if you don't ask for
it, you can't.

M5. HOWE: The conmittee neets --

DR. W LLI AMSON: | guess |I' maski ng, can you
make a commitnment to share your prelimnary gui dance
once you' ve drafted it but before it's finalized, for

this conmttee to review, if nothing else renotely?
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M5. HOANE: W can consider it.

DR. NAG The renote afterl oader, it will be
a stepping source. It has basically no difference from
any ot her HDR afterl oader other than the energy and |
think it highly appropriate if at | east the people, the
apprentices and t he radi ati on oncol ogi sts who deal with
this every day at |east get the chance to look at it
before you send it out to the whole world.

DR WLLI AMSON: Have a conference call with
a subcommittee. No, you can't do that | guess. W have
to announce it.

M5. HOAE: W have certain requirements for

t he governnent advisory commttees and we'll have to
work with those and we'll try to be as flexible as we
can.

DR. CERQUEI RA: W have in the past, we've
actually broken up into two separate committees.

M5. HOWE: Yes, that was when you were
wor ki ng on rul e-maki ng, right.

DR CERQUEI RA: Ri ght.

M5. HOWNE: Thisisn't quite rul e-making, but

within the guidelines of the Federal advisory

comrittees, we'll work sonething out.
MR. BROWN: This is Fred Brown. | guess |
woul d request and | believe you are probably nore
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know edgeabl e than we are about the new treatnent
system | f you have recommendations for us today,
pl ease give themto us, either nowor after 2:00. You
know, we can include that going forward as we try to
respond pronptly to the request for |icensing actions.

DR CERQUEI RA: Sure.

MR LIETG | know that people are antsy to
hit the food line, but I got two issues regarding this
that I'd like to bring up regarding how licensing is
bei ng done and bei ng approved. They've created | think
some real issues at the |license anendnent stage at the
regional levels, and1'd like to address that if we can
at a later point.

M5. HOAE: | won't be here this afternoon,
so if you --

MR, LIETO. Well, | guess ny quick question
is why does everybody have to go back and get their
| i cense anended when t he sources are FDA approved? For
exanpl e, the Novoste. You approved the sources. They
were in the source registry and just sinply because of
the source linked to the training, everybody's got to
go back and anmend their license and it created a huge
bottl eneck at the |icensing regional [evel. Andto say
that there were a | ot of short fuses being lit is an

under st at enent .
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DR. CERQUEI RA: What did they do at the

agreement state, do we know? Because right now, you're
only regul ating what, 18 states, 177

M5. HOAE: It's a snmall nunber.

DR CERQUEI RA: Rut h, do you know what t hey
did at the agreenent states?

M5. McBURNEY: | don't know with all the
states. W don't have the same configuration in the
rules, so all of these devices are, for specific
| i censees, woul d be separately authorized.

DR. CERQUEI RA: So peopl e have to apply for
an anmendment then in Texas?

M5. McBURNEY: Yes, right.

DR CERQUEI RA: Yes.

MR. LIETO Well, | nean for the device, but

M5. McBURNEY: For the device.

MS. LI ETO Whet her they got a source of x-
strength or y-strength, as long as they were under
their possession limt, it's not an issue.

M5. McBURNEY: W didn't have to anend for
t hat .

M5. HOAE: That was an issue to start out
wi t h because one of the manufacturers did not have all

of their sources in the original PVMA, and so not all of
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the sources that were in the device registry had FDA
approval, so those that didn't had to be under | NDs.

M5. LIETO No, the issue specifically has
to do with Novoste okay, and that the sources were
approved, and that basically the issue is whether how
many sources you have in the train, whether it's 20
mllineters or 40 mllineters.

And when t he FDA approved the 20 m | |i meter
source strength in the original device configuration,
when they got the FDA approval for the |onger source
strength, everybody had to go back and anend their
license to get that | onger source strain, although the
sources, the individual source type had not changed.
It was just the nunber of them That's really, |
t hi nk, inconsistent.

I mean, you didn't have brachytherapy
departnments going back if they wanted to get so many

seeds for |odine %

, they didn't have to have approval
based on the nunber of seeds they had. It was a
possession limt issue.

M5. HOWE: | think probably Dr. Ayres can
address that since he was nore actively invol ved.

DR AYRES: Those two different |ength

trains were not approved at the sane tinme. O herw se,

if we'd incorporated, they'd have been the sane
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gui dance, first the 30, then the 40. The 60 is not yet
approved.

MR. LIETO But you have given specific
gui dance to themto state that they can not license it
based on the condition that it's FDA approved. In
ot her words, it would save a hell of a |ot of problens
with licensees and tine and with the regional staff if
you would just state and allow themto state on the
| icense that they could have any FDA approved source.
So when the 20 came out, boomit's approved. Wen the
40 canme out and it was approved, automatically they
could useit. And they are under specific gui dance not
to do that, and | think that's wong.

MR. BROMWN: | think I understand the point
and we' || take that for follow up

M5. HOWE: | think we have another issue
t hough and that's that our General Counsel a nunber of
years ago, in | ooking at the seal ed sources, indicated
that we used to have a very general way of witing on
a |license what seal ed sources you can use, and this is
not just nedical, this is gauges, this is radi ography,
this is everything.

So they said we have to list specific
manuf act urer nodel nunbers on the |icense, and so that

gets you into the concept that as sonething gets
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approved you got to change nodel nunbers. But we'll
| ook into the issue, but | just wanted you to know
that's anot her conpl exing factor.

DR. CERQUEI RA: Maybe you could l ook intoit
and then, you know, provide Ral ph with sone feedback
and | think the feeling of the commttee is whatever we
could do to sinplify it, especially since the states
seem to have kind of resolved the issue w thout
addi ti onal paperwork. So, | think we should break for
| unch now because we're going to try to quit early.

DR NAG Wen do we cone back?

DR, CERQUEI RA: 1:00.

(Wher eupon, the above-entitled matter went

off the record.)
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AAF-T-EERNOON S-E-S-S1-ON
(1:03 p.m)

DR. CERQUEI RA: The first presentation's
going to be on regul ati on of m xed occupational doses
i nvol vi ng bot h NRC-regul ated materi al and fl uor oscopy.
M. Browmn will be doing the presentation.

MR. BROWN. Thank you, yes. Before | junp
directly into the technical aspects of the issue, |I'd
like to start by saying | know that this is the first
time we've brought this to you. You don't have
detailed copies of the regulations or any of the
procedures |'m going to discuss.

So what |I'm really interested in is
f eedback fromyou on how in your facilities you deal
with mxed dose issues, and then the practical
ram fications of some of the various options or the
options that you have in place. What |'m really
| ooki ng for, as we work our way through the m xed dose
regul atory issue, is a better understanding from you
about what inpact we're having in the license
conmuni ty.

So | guess I'll start by saying, obviously
the NRC regulationis limted to by-product material.

The states typically, well the NRC and agreenments
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states limted the by-product material. The states
have regul atory juri sdi cti on over fluoroscopy and ot her
sources of radioactive material used in the nedical
conmuni ty.

There is certainly nointent in this area
to change that or nodify it in any way, but onthe flip
si de, the human body that's absorbing the radiationis
indifferent to what its source is. It knows only the
bi ol ogi cal effect fromthat radiation

So Part 20 is witten to apply dose limts
as they're applicable to NRClicensees to a cunul ative
dose for the individual from both |icensed and
unl i censed sources. |f you |l ook at the history of Part
20 at the tinme of the revision, and it was quite an
ext ended period that Part 20 was being revised, there
were several issues of concern.

One was workers at DOEfacilities where the
dose is not NRC regulated, comng to NRC regul ated
facilities and doi ng work. Another was that enpl oyees
on a contract basis could go from an NRC regul ated
facility to NRC regul ated facility, and if each were
limted to 5 remduring the tine of enploynent, then
you coul d obvi ously end up wi th nuch greater doses over
the course of a year

So Part 20 enconpasses all dose received
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during the year by an individual for conparisontothe
5remlimt. W've |looked at this as a pretty sinple
thing with the blinders on, that people do NRC
regulated work and they may do work regulated by
sonmebody el se, but the licensee could al ways add the
val ues together to come up with a dose of record.

VWhat we've becone aware of recently this
year, is that there are applications, especially inthe
medi cal field, where doctors and other professionals
are exposed to NRC regul ated dose, they're exposed to
stat e regul ated dose, and for i nstance inintravascul ar
brachyt herapy, especially with the Iridium sources,
they may be exposed or they will be exposed to both
sources at the same time. The concept was al ways easy.
Now t hough, we're trying to deal with the practi cal
ram fications of how the enployer or the licensee
attributes or assigns dose for the individuals.

Qui ckly where we are at today, we becane
awar e of a couple of hospitals in NRC regul ated states
or jurisdictions where doctors had received greater
than 5 rem whol e body dose as conputed under the NRC
regul ati ons, which is basically the TLD at the coll ar,
even when fluoroscopy is perforned with a vest. The
doses that the hospitals were assigning were | ess than

5 rem because of nethodol ogi es approved by the states
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relative to the fluoroscopy dose.

As the regulations, Part 20, are witten
that is a violation of NRC requirenents because we
requi re deep dose equi val ent for the part of the whole
body receiving the greatest dose. That's not a
consequence that we had intended, so we have informnmed
at least two licensees that we are exercising
di scretion for those violations, and that the staff is
wor ki ng on a met hodol ogy that will be comunicated to
the industry on how to avoid this unintended
consequence.

So the issue before the staff is to work
t hrough the | egal mechani smfor doing that, and we've
been doing that internally very aggressively. Once we
have wor ked t hrough the | egal nechani smto achi eve t he
desired results within Part 20, we will issue gui dance
to all of our licensees on acceptabl e net hodol ogies to
| ook at an effective dose equi val ent approach for whol e
body dose when fl uoroscopy is involved and aprons are
worn to reduce the dose.

The hope today is to get your input, |
said, on practical ramfications of this issue and
reconmendati ons that you woul d have on how we proceed
wi th issuing a guidance.

DR WLLIAMSON: Can | just ask a question
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of clarification?

MR BROMN: Certainly.

DR, WLLIAMSON: | think I'mjust sort of
confused what the technical issueis. As | understood
in Part 20, the 5 remequivalent is in terns of the
quantity EDE, Effective Dose Equivalent. It's not --

MR BROMWN: | know.

DR WLLIAVMSON: And so the definition
that's in Part 20 is sonething nore |ike the maximum
dose of penetrating radiation is the one that's
supposed to be carried as the quantity that's supposed
to be accunul ated for the body dose?

MR. BROMN: Right, thelimt for whol e body
is stated interns of total effective dose equival ent.
The definition of total effective dose equivalent is
t he deep dose equival ent plus the comritted effective
dose equivalent, and the deep dose equivalent is
further limted to that portion of the whole body
recei ving the greatest dose.

Just for context to help you understand
that, on the other side of the NRC regul ated fence for
a worker in a nuclear power plant entering a steam
generator, the radiation field on the portion of the
body inside the generator nmay be orders of magnitude

greater than the proportion outside of the steam
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generator. So, the standard has al ways been, deep dose
equi val ent portion of the whole body receiving the
greatest dose, and that's actually consistent alsow th
OSHA' s approach and other Federal approaches for
external radiation.

DR WLLI AMSON: How does that agree with
I CRU and | CRP and NCRP?

MR. BROMWN: Looking at Part 20 when it was
i ssued, the I CRP 60 gui dance had not been finalized.
Right in the statements of consideration we addressed
t he absence of recogni zed Federal waiting factors for
external radiation sources. And, in the rule we do
indicate that as we nove to an accepted standard for
waiting factors, that the agency will | ook at adopting
those or responding to them That's actually the
approach that we're | ooking at nowfromthe |l egalistic
end.

M5. McBURNEY: Just toexplainjust alittle
bit about how the states are addressing this. 1In the
suggested state regulations in what we've adopted, if
there are two film edges, one under the apron, one
outside the apron, there is a waiting factor to
actually determ ne the effective deep dose equi val ent.
This was based on sone work, | think the AAPM or

sonmebody di d.
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DR. VETTER | think it was published by

NCRP.

M5. McBURNEY: It was in the NCRP, right.

DR VETTER Originally it was Rosenstein &
Webst er.

MS. McBURNEY: Right.

DR VETTER It was work originally
conduct ed by Rosenstein & Webster and it's nowin NCRP.
|'ve forgotten the report numnber.

MR. BROM: 122.

DR. VETTER 122, thank you.

DR CERQUEI RA: Other comments? Dr. Nag.

DR. NAG No conment but a question. |I'm
not very famliar wth this so | need sone
clarification from the wtnesses. How are vyou

di fferentiating, by having one fil munder and one over?
| nmean, if | have to go and do a procedure, | have to

have three filns then, one for my ring because |I'm
handling the radioactive material in ny hand, one
because |'m al so at the sane tinme doing fluoroscopy.
| have one that | wear over mny | ab apron and one under
ny |ab apron?

M5. McBURNEY: That's correct.

DR. NAG And mnusing the two that you

have, can you explain one of you?
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MS. McBURNEY: There's a cal cul ati on.

DR. VETTER NCRP 122 also allows a single
whol e body badge i n whi ch you can estimate the fraction
that penetrates the apron, but the apron if you're
| ooking at |ike 80 to 100 KBB (phonetic) stops al nost
98 percent of the scattered radiation. If you're at
100 and above, it's 95 percent. So, the apron is very
ef fective at stopping x-rays.

DR. NAG No, it will stop the fluoroscopy
but not the Iridium

DR. VETTER That's correct but not the
Iridium right.

DR. WLLI AMSON: Can you give us an idea
what would be, for a typical say interventional
cardi ol ogi st or ot her person t hat nmade ext ensi ve use of
fluoro, what could be the di screpancy between the two
neasures, the deep dose equival ent as defined by NRC
and NCRP 1227?

DR VETTER: Just tal king practical |evels,
what really happens at our institution, t he
i nterventional radiologist receives zero fromlridium
because they | eave the room So, it's easy.

DR WLLI AMSON: That's what we do too.

DR. VETTER: Yes, so it's easy. But we do

have several who exceed 5 remper year on their badge
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but the state all ows us to use the NCRP 122 net hodol ogy
to estimate the effective dose.

DR. NAG Where do they wear their badge,
outside or inside the [ab coat?

DR. VETTER CQutside the apron.

MR. BROMAN: The reduction factor, inlooking
at the doses we' ve seen, is approxi mately 5-1 when you
conpare the deep dose equivalent at the part of the
whol e body receiving the greatest dose which woul d be
the collar badge, and the assigned dose using what's
been referred to as the Wbster Fornula, which is one
and a half tines the val ue of the badge under the apron
and .04 tines the value at the collar added together.

DR. WLLIAVMSON:. WIIl this eventually, are
you planning a rule-making initiative to adopt
somet hi ng equi val ent to the NCRP 122 net hodol ogy?

MR. BROMN: We feel at this point that there
is latitude within the regulations for us to adopt
gui dance and publishit uniformy that will not require
a rul e-maki ng change. A rul e-maki ng change may | ong-
termbe the best way to go, but what I'minterested in
ri ght now again is the practical inputs on especially
any facility that's counting doses differently for
different regulators to be able to get the quickest

response out, which is not rule-naking.
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DR VETTER A very practical way to handl e

that is to require the issuance of a separate badge
when t hey are being exposed to Iridium and that badge
not then be worn for the fluoro portion.

DR. NAG But the problemis many tinmes you
are doi ng both, you are checking, you are putting the
[ridiumin. ['lIl be putting the Iridiumin and then
"1l be checking with fluoro to nake sure that the
Iridiumis going in, so |I'mexposing both at the sane
time. And immediately after that | mght be doing a
case with lridiumand anot her case with fl uoroscopy and
| odi ne.

DR. VETTER: In that case, then you have to
wear a badge under the apron.

MS. McBURNEY: Yes.

DR. WLLIAVSON: You have to wear three
badges | guess, one for the non by-product materi al
one for the by-product material and one for both, so
you coul d do the appropriate subtractions. | guess we
handle it typically in radiation oncol ogy as we do have
some non by- product sources that we are concerned wi t h,
we have fluoro because we have sinulators. W have
| i near accel erators which contribute a small amount of
whol e body exposure to our personnel, and we have ot her

3

radi onucl i des, such as Pal adium®®, whichis largely a
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cycl ot ron- produced radi oi sot ope.

But | think in general these are well
managed sources of exposure. The exposures are quite
small and we sinply, as a matter of practice, we don't
make a distinction. W just sort of report one
quantity which is the sumof all these radi ati ons, and
we don't attenpt to distinguishit. But I think there
are different settings inour institutions, such as the
cycl ot ron. Maybe Sally mght want to address where
this approach is not possible.

Certainly I think in the cath lab it's a
probl em and our solution has been to try to separate.
And as long as the cardiologist iswlling to stand in
the control area, you know, where the Iridiumsources
are being used, we've not had the problem

M5. SCHWARZ: W have produced i sot opes and
our personnel that handle all of our accelerated
produced i sot opes are badged and essentially simlar to
NRC-regul ated nmaterials. But they're |ooked at
separately when we are inspected, because we're
mai nt ai ni ng a singl e exposure for the individuals but
certain individuals are only exposed to cyclotron
produced and sone are exposed to both and those peopl e
are under NRC auspices. So essentially, the records

are kept separately for those who are essentially
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accel erator produced individuals, but it's the sane
badgi ng t echnol ogy.

MR. BROWN: Ri ght, thank you.

M5. McBURNEY: | don't thinkthat you' d want
to separate for an individual the dose that they got
fromby- product versus non by-product sources, because
the rules are tal king about total occupational dose.

M5. SCHWARZ: |f our individual s are exposed
to both, it is a single badge.

MS. McBURNEY: Ri ght.

DR W LLI AMSON: But we woul d have di f ferent
| evel s of concern in ternms of ALARA investigations,
woul dn't we? Potentially for sonebody t hat was exposed
just to by-product material who has very rel atively | ow
exposures versus sonebody that has the potential of
hi gher exposures from the accelerator, plus sone
exposures to by-product material, we mght adjust the
ALARA | evel . So we woul dn't in that sense nmanage it as
sort of a conprom se between the sort of working
standards that | guess prevail inthe accelerator world
versus the by-product material world.

DR. CERQUEI RA: Ral ph.

MR LIETO As far as ALARA reporting, |
guess it kind of might vary from institution to

institution howthey maybe nake their reporting and so
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forth, but nobst places pretty nmuch have a standard

reporting level. I1t's usually around 10 percent of the
dose |imt or sonme other fraction, like 30 or 50
percent. So | don't think it wll affect ALARA

reporting that much.

| think the practicality of having |like
three badges to try to separate the radioactive
conponent fromthe fl uoroscopy conponent with no fence
to our cardiologists is really, |I don't think they're
going to buy into that. | think with a ot of times
it's real difficult just getting themto wear badges
peri od.

So, to get into issues of ¢trying to
separate the conponents -- but | think you could
probably do that by looking at, you know, overall
trends of areas. There's going to be a fair nunber of
themthat just do fluoroscopy and granted there m ght
be certain expertise differences, but | think on the
aver age you can get sone i dea of what fraction of their
exposure is fromjust fluoroscopy.

And by t he sane token, | ooking at just your
radi oactive material handling side, say your nuke-ned
techs for exanple, they're going to probably be an
upper estimate though in terns of whol e body exposure

fromthat side
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So | think there's ways you coul d get an
i dea as to what fractions are fromradi oactive materi al
handl i ng versus the fluoroscopy end, especially inthe
cardi ac area.

MR. BROWN:. So t hat approach whi ch woul d be
to |l ook at the dosineters at the end of the year, and
t hen assi gn fracti onal val ues for whol e body usi ng deep
dose, and t hen whol e body usi ng conput ati onal mnet hods,
such as Webster. |s anyone doing that?

MR. LI ETO Probably not according to that.
I think probably the nethod that Di ck nmentioned earlier
is doing it on an individual basis, based on the fact
of the two dosineters that are worn. But then there
are sonme states that don't allowit.

MR. BROMN: Ri ght.

MR. LIETO And that can be a problem But
I think i f the NRC canme out with gui dance that this was
an acceptable nethodology to follow, using NCRP as
maybe a precedent, | think it m ght be easier for those
states that don't allowit to justify the individual
i censees to do it.

MR. BROWN. Ruth, do you have a comment on
that or is the NRC going to be in the position of --

M5. McBURNEY: | don't think that they'|ll be

forcing the states to do that, but | think they wll
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be, I mean we'll kind of encourage those that haven't
adopt ed the net hodol ogy to go ahead and do so.

Because i f on one hand, you know, the state
is coming in to review the occupational doses under
their x-ray registration and are using a different
met hodol ogy than the NRCis all ow ng when they cone in
to do their radioactive material inspection in a non-
agreenent state, that could be problemtic. So
hopefully, it will encourage states to becone alittle
nore uniform if it becones a national standard.

DR. CERQUEI RA: Yes. Jeff.

DR. WLLI AMSON: Wl I, you know, | guess the
solution for nost of us is we really try to avoid the
probl em where we have to apply a different sort of
correction to one whol e body dose than another, but
clearly intravascul ar brachytherapy and nmaybe a few
ot her appli cati ons maybe make that very difficult to do
and we're left with this quandary.

So, | suppose a technical questionis, does
there exist a single badge which has sonme filter init
or sonet hi ng and coul d di sti ngui sh bet ween di agnostic
qual ity exposure and a ganma, which woul d be higher
ener gy and hence bear the maxi mum as you call it, body
dose? It would be a good indication of the whol e body

dose.
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MS. McBURNEY: | think there are sonme energy

conpensat ed badges.

DR. WLLIAVMSON: | think that's a question
for the physics people.

DR. VETTER  The current badges wll
di sti ngui sh extrenely | ow ener gy photons and t hat adds
to the skin dose. It's a shall ow dose.

M5. MBURNEY: Right, but | don't think
there's increnmental things.

DR VETTER But whether or not -- how far
up in energy they could go, | don't know.

MR. LIETO | think it's mainly for the
algorithmthat's used for converting the dose into a
dose equi val ent.

DR WLLIAMSON: So there's, other than a
dual badgi ng procedure, there's no technical sol ution
to this probl en?

DR. VETTER There m ght be. W just don't
know. We would need LCN or Landau or sonebody |ike
that here to answer that question

M5. McBURNEY: Ri ght .

MR. LIETO And even if the technology's
there, then you' d have to have the vendor adopt that.

DR. WLLI AMSON: Ral ph, you think there

isn't such a technology that's been devel oped by a
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vendor at this point that's w dely avail abl e.

DR. VETTER Well the other conplicationis
a Nav- Lab. They have to process their badges in
accordance w th Nav-Lab

MR. BROWN. Going back to the conment,
thinking through it alittle further, if we adopted an
approach that said for the portion of the exposure
that's fluoroscopy and even the portion that's a
combi nati on of fluoroscopy and Iridiumintravascul ar
brachyt herapy, use two badges. Calcul ate them under
the state standard that's applicable. Add that val ue
to a separate badge that would be worn only with by-
product material alone. Do you see practical concerns
with getting a second set of dosinetry put into use in
sonme cases or not?

MR LIETO | don't. I think you're
probably doing it as a standard anyhow for physici ans
or workers using fluoroscopy, table-side fluoroscopy.
Just thinking out |oud here, you could naybe use, if
you can denonstrate that there's a highlikelihood that
less than 10 percent of it is from radioactive
materials, that you could use this as a nethodol ogy.

Now, if you're above that, |I don't have an
answer for you. But, that mght nake it easier,

because generally speaking, if they're getting dual
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exposure, just a very small fraction of it is due to
the radi oactive material aspect of their work.

DR. CERQUEI RA: Ckay.

MR. BROWN: | guess | would coment as an
i nspector follow ng up and doi ng the end-of-the-year
dose reviews, trying to decide whether it was 9.5 or
10.5 though is the dreaded task. But that is actually
sonething that we're | ooking at as well.

M5. HOBSON: | have a question. Say you
found a situati on where the conbi ned dose exceeded t he
NRC standard, would the |icensee get a violation or
woul d they be cited for that?

MS. McBURNEY: Yes.

MR BROM vyes.

M5. HOBSON: So you're really bringing
fluoroscopy kind of in under the NRC nmantle of
regul ati on?

MR. BROWN. Well, | would say no. Vhat
we're doing is insuring for the health and safety of
the individual, in this case the doctor or the nedical
wor ker, that they aren't exposed to nore than the | egal
limt in an annualized period. As | said, the body
really is indifferent to the source, the nature of the
source, so if it's occupational exposure we apply the

5 rem limt wthout regulating the non by-product
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mat erial, but in essence by reducing the al |l owabl e dose
from by-product materi al.

So in simple math, if the Iimt is 5 and
you've received 4 rem annual exposure from non by-
product material, what you really have is an annual
dose Iimt of 1 remfor NRC regul ated materi al

DR. CERQUEIRA: Dr. WIIianson.

DR. WLLIAMSON: Well, you know, | think
that maybe it's not quite fair to call this m xed
exposure. It'sreally -- the only problemis when one
exposure is relatively superficial and governed by a
different set of rules thanis in Part 20 and t he ot her
conmponent is a nore penetrating conponent.

So your proposal, you know, is to offer
some regul atory relief tothose people so that they can
apply, you know, the what would the word be, | guess
t he | ess conservative nmet hodol ogy in a sense, whichis
now a wel | -regarded and how should | say, is not just
sort of a procedure that's been dreaned up, but the
various advisory bodi es such as NCRP stand behind it.

So since you're accomopdating them by
allowing themto use this nore liberal strategy, it
seens that it's incunbent upon those that avail
thenselves of this strategy to develop a nethod of

keepi ng track of the two. And perhaps, in cases which
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Ral ph has nentioned where one can cone up with a
bal | park estimate that denonstrates that t he
penetrating conponent is quite | ow, maybe dual badgi ng
m ght not be necessary.

But if inasort of rare scenari o where you
have sonebody t hat's doi ng a whol e bunch of fluoro pl us
a significant amount of brachytherapy with Iridi um192
or sone ot her penetrating field, you know, then | think
they sinply are going to have to bite the bullet and
wear two badges and have one under the apron and one on
the collar, and apply a set of corrections and they
wi ||l just have to acconmpdat e t hensel ves. And, | think
that's not an unreasonabl e demand to nmake on the part
of an institution, because | think it's probably a
smal | cohort of workers.

DR. CERQUEI RA: Any ot her coments for M.
Br own?

MR. LIETO Well, 1've got one related to
this dose limt issue and maybe | have this wong, but
it relates to extremity nonitoring and that | seemto
recol | ect that reactor peopl e have sai d t hat exposures
to the upper arm woul d be considered |ike whol e body
l[imt values, and |I'm just wondering if you would be
running intoasimlar issue, let's say they' re weari ng

an extremty nonitor and because the | ead aprons don't
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cover any portion of the arm would we be running into
a simlar issue here also?

MR. BROMN: Actually, the way the Webster
formul a was devel oped applies the whol e body exposure
portion as part of -- the upper arm excuse nme, is
consi dered wit hin the whol e body for EDE as cal cul at ed
or as determ ned by Webster.

MR LIETG It's in the correction factor.

MS. McBURNEY: Right.

MR. BROMN: Yes.

M5. MBURNEY: The portion of the body
that's still exposed, even with the | ead apron on, is
taken into account in those cal cul ati ons.

MR LIETO Right, okay.

MR. BROMN: Wl |, thank you very nuch. This
hel ps consi derably.

DR. CERQUEI RA: Thank you. | guess the next
itemis new business.

MR. BROWN: Yes new busi ness and | guess --
| et me go over a couple of things. W have avail able
for the nenbers of the commttee, copies of the Vol une
9 guidance for Part 35, and I'll warn you Melanie
Gal oway can probably hold up a visual to help you
appreci ate the scope of the package.

M5. GALOWMAY: So if anybody woul d prefer to
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have it mailed to them we can do that. | do have ten
copi es avail abl e for anyone on the comm ttee who woul d
like to take one home with them They're not too
heavy. The staff and | were able to sweet-talk the
xeroxing departnent to nake it a priority today for
you. Does anybody el se prefer to have theirs mail ed?

(Background conversation.)

MR BROMN: I'd like to just kind of
i ntroduce a concept as you |look at that too because
there's been a fair anpbunt of discussion at the | ast
two neetings around the role of guidance, and the
regul ations and licensing. |'msure you all knowthis
better probably than | do, but just toreiterate. The
regul ati ons are enforceabl e and we i nspect agai nst the
regul ati on. Li censes are enforceabl e and we i nspect
agai nst the |icenses.

Thi s gui dance docunent istofacilitatethe
| i censi ng process so there are pre-approved standards
in this guidance docunment that will facilitate rapid
i ssuance of licenses, but it does not preclude any
licensee from choosing an alternate neans to
denmonstrate conpliance. So if you see, for instance,
it was nentioned the nodel procedures. If you see
nodel procedures that you don't think are consistent

wi th how t he new rul e shoul d be applied, that does not
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mean that we have placed a new regul atory requirenent
in place via this guidance. Go ahead.

DR WLLIAMSON: | was going to actually
comment on the licensing guidance for renote
afterl oadi ng brachytherapy which is FC 86-4. M/ own
personal experience is that l|icense reviewers are
loathe to entertain any alternatives to those
procedures. So | find your comment rather difficult to
reconcile with my own personal experience.

MR. BROW;, Well, | on the other hand deal
with the requests for alternate nethodologies as a
maj or portion of my job so | knowthat they do cone in
and we, in fact, end up approving not a small share of
those requests, and | think both are probably true.
That | think license reviewers would prefer to have
licenses that come in that they can turnaround in a
very short period of tine wthout any additional
headquarters revi ew But by the sane token, where
licensees feel strongly that they do not want to
proceed i n exact conformance with the gui dance, we do
approve many of those.

DR. WLLIAMSON: Well, you know, | think
it's one thing to state that. It's another to make
your admnistrative structure and procedures be

friendly and not make it an i ntol erabl e burden so that
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in practice the licensees really don't have access to
that benefit.

That is the concern |I'm stating, and |
think this is not just the way, you know, a matter of
how these things are witten, but it's a sort of a
function of the roadbl ocks, procedures that you set up
to inplenent these. You can either nmake it sort of
somet hi ng ni ce you can say which you sort of show, or
you really could have a systemset up that is fairly
robust and does, in fact, seriously entertain
alternatives w thout inposing substantial burdens or
costs upon the li censee to have access to al ternati ves.

MR BROMN: | think it's a good point and |

don't disagree, and then getting to the practical

application of it is, of course, the devil in the
details.

DR. CERQUEI RA: Exactly. Any ot her
coment s?

MR. BROWN: There was at |east one other
followup fromthis norning as well. W' ve had a staff
menber | ooki ng into exi sting gui dance and
reconmendat i ons on nmedi cal foll ow up for anyone exposed
to radioactive material that mght seek nedical
attention. At 2:00, | hope to be prepared to give you

a quick overview of the NRC role, the existing
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docunent ati on that we have, one or two references that
you mght find useful, and then some di scussi on about
where we can go to address the nore specific interests
that you had. So that should be ready in about 20
m nutes or so.

DR CERQUEI RA: Okay. So in the neantine
we' re probably going to go on with new busi ness. Yes,
Geof frey.

(Pause.)

MR. | BBOIT: Thank you and good afternoon.
| appreciate your giving nme this opportunity to speak
with you this afternoon. |'m representing the two
organi zations listed on this slide, the AAPM and the
ACR, and |I'm a nmenber of both.

My nane is Geoff Ibbott. I''m a medica
physi ci st at the Anderson Cancer Center in Houston and
| have a nunber of years of experience in nedical
physics, and I'mhere to relay concerns to you in two
areas regarding Part 35.

First let ne explain to you that our
organi zati ons recogni ze a termwe' ve dreamed up cal |l ed
“qualified nedical physicist" and all three of the
organi zations |listed here, the AAPM the ACR, and the
American Coll ege of Medical Physics, have agreed on

essentially identical definitions. Qur definition of
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a qualified nmedi cal physicist is sonebody who i s board
certified and who then neets certain continuing
educati onal requirenents.

We believe that board certification is
i mportant and under the board certification pathway in
the new Part 35, the NRC would expect board
certification to address all of the training and
education requirenents that are specified in 35.51-B
And, we're concerned that strict interpretationof this
requi rement couldultimately di mnishtheinportance of
board certification.

Let ne explain to you why we believe that.
Firstly board certificationis, inour field, the only
wi del y-accepted credentialing system for clinical
nmedi cal physicists. For 50 years, nedical physicists
have been certified by the Anerican Board of Radi ol ogy
and t he Ameri can Board of Medi cal Physicists, andit is
a process that indicates a certain |level of conpetency
that people in our field have conme to recogni ze and
t ake confidence in.

Unl i ke wi t h physi ci ans, a resi dency program
is not a requirenment for board certification. I n
addi tion, the denographics of our field require that
physi ci sts be ableto transfer fromtraditional physics

fields into nedical physics by getting sone additional
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training and then board certification.

W are very concerned that board
certification be preserved as a key elenent of any
ot her credentialing requirement through the NRC. But
as has been discussed earlier, | believe the
certification boards do not require specific experience
with Cobalt 60, gammma stereotactic radiosurgery or
renote afterl oadi ng brachyt herapy.

W believe that any nove that di m nishes
t he i nportance of board certification, couldultimtely
jeopardize public health. This is because
certification is recognized as an indicator of
conpetency. We have a nunber of examples. |n Texas,
I"mlicensed by the state, essentially by virtue of
bei ng board certified. MXA is another exanple, where
great inportance is placed on board certification.

W woul d hope that the NRC woul d accept
board certification as a default or accepted pathway
for denonstrating some of the individual requirenents
in Part 35.51, such as the existence of an advanced
degree and of certain training.

There's also been sone discussion about
grandfat hering earlier today | understand. W beli eve,
again, that previously and currently |icensed nedi cal

physicists should be recognized as neeting the
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requi renents for an aut hori zed nedi cal physicist. This
is consistent with NRC practices. W believe it to be
appropriate that this authorizati on be awarded w t hout
limtations, and we think it's essential that this be
done to build up a cohort of authorized nedical
physicists to continue the process of awarding
aut hori zation to other nedical physicists.

Now, t he exi sting wordi ng proposes a single
AVP category. We think this could be a problem Cur
estimtes are that there are approximately 100 Cobal t -
60 tel etherapy units in clinical use. That's clearly
about two per state, but they're not distributed that
way and so there are many folks who are quite sone
di stance froma Cobalt ° teletherapy unit.

Simlarly, there are only a fewdozen ganma
stereotactic units, not enough for potential AMPs to
get experience with these devices. So we propose that
subcat egory AMPs be defined, that again enphasize the
i nportance of board certification but enable the
awar di ng of the AMP aut hori zati on.

So our proposed solution to this is to
define three subcategories of AMP. As shown here, the
tel etherapy AMP, renmpte afterloading AMP and a ganmm
stereotactic AWP.

Now f or t he tel et herapy aut hori zed nmedi cal
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physici st, a physicist who is already board certified,
could then show his special skills with Cobalt®
teletherapy by performng a conplete calibration, a
full annual calibration of a Cobalt unit and then a
nont hly spot check which woul d then be scrutinized by
an AMP who would then sign off to indicate that the
procedures were in agreement with the AMPsS own
pr ocedur es.

I"dliketo point out that, while ny slides
says "under the supervision of", this is not intended
to nean a sort of teacher-student relationship. It may
wel | be that the person seeking the authorization is
nor e experi enced and nore capabl e t han t he AMP, but t he
point is that the AMP who has first calibrated the unit
to neet with the NRC requirenents then conpares the
nmeasur enents of the person seeking accreditation with
his own to insure that the procedures were done
correctly and the results are in agreenent.

Now, this is a physicist whois not already
certified. A physicist who is not board certified
woul d have to have a graduat e degree and have a year of
full-tinetrainingintherapeutic radi ol ogi cal physics,
and an additional year of experience under the
supervi sion of an AMP physicist at a facility using a

Cobalt teletherapy unit. This would bring us into
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agreement with the legal requirenents established by
35.51.

Simlarly, for renote afterl oader system
a board certified physicist would denonstrate his
ability to operate and cal i brate the unit by perform ng
a full calibration and a spot check, and that woul d be
signed off by an AWP and a non-certified nedical
physi ci st woul d go t hrough t he pat hway | descri bed j ust
a nonent ago, with the appropri ate degree and trai ni ng,
foll owed up wi th experience on that particul ar devi ce.

And |ikewi se for the gamm stereotactic
AMP, a board certified physicist woul d denponstrate his
ability to calibrate the unit appropriately. A non
certified physicist would have again the degree and
trai ning requirenents, foll owed up by experience at an
institution with such a devi ce.

So I'd like to conclude by stating that
|"ve intended to nmake two points here. One is that we
believe certificationis avery inportant credential in
our field and that the requirenents for an authorized
nmedi cal physicist should not in any way detract from
the inmportance of certification, and should take
advantage of the certification processes we have in
pl ace.

Second, that we propose that there be three
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subcat egori es of authorized nedi cal physicists to make
it nore practical to bring people in under this
credential. And 1'd like to finish by saying that the
AAPM and ACR are both willing to work with the NRC in
any way we can to help with this ruling and wth
regul ations that would follow. Thank you and |I'd be
happy to answer any questions.

DR, CERQUEI RA: Dr. Nag.

DR. NAG You nentioned t hree subcat egori es.
Where woul d you put the category that exists in nmany
pl aces where the physicist is certified and handl es
Caesium Iridium has not had training in either gamm
knife or high dose rate or cobalt tel etherapy? How
woul d you characterize that person?

MR. IBBOIT: Well, if that person is not
wor king with cobalt tel etherapy or cobalt gamm knife
or the renote afterloading devices, then it's ny
under st andi ng that the AMP criterion doesn't conme into
pl ay.

DR. NAG No, but then how woul d you handl e
caesiumand iridiun? What will you call hinf He's not
a teletherapy AMP. He's not a gamma knife AMP and he's
not a high dose rate AMP. So, what kind of an AMP is
he?

DR. WLLIAMSON: | think the answer is, is
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that in 35.400 the only requirenment for the invol venment
of an AWP is to perform decaic calculations for
strontiun?® | applicators and that's it. So
essentially, the role of the AMPis limted to 35.600
devi ces, except for that one indication.

DR. CERQUEI RA: | don't think that's what he
was aski ng.

DR. NAG No, how are you handling, you
know, many patients are using a l|lot of caesium
i ridium

DR. W LLI AMSON: But the NRC basi cal |y does
not regulate the role of a physicist in those
nodalities with the exception, you know, the NRC st aff
can correct me, but ny understanding is, is that the
AWP is not required for 35.400 nodalities except for
the strontium® | applicators and in the case where | ow
dose rate sources are used in a renote afterl oading
devi ce.

DR. DI AMOND: Jeff, | don't think you
under st and what Subir was asking. | think his question
is, with the new rubric that Geoff just explained,
whether it be an AMP with these three different
qualifications for the individuals com ng through the
trai ning now, | think Subir was aski ng what about those

i ndi vidual s who are grandfathered in. Wuld there be
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speci al i zed designations indicatingtheir training? Is
t hat what you're aski ng?

DR. NAG No, | was sayi ng what about those
physicists who have training in |low dose rate, all
right, but do not have training in any of these three.
You only have three top categories. \hat about the
fourth category which will be applicable to a | ot of
physici sts who don't have training in any of these
t hr ee.

DR. CERQUEI RA: So he's saying a general
physi ci st who woul dn't be specifically trainedinthose
three but --

DR. NAG That neans they can't handle
radi oactive material if they don't have a category.

DR WLLI AMSON: NRC doesn't have such an
entity, that's the answer Subir is there is no AWVP for
manual afterl oadi ng brachytherapy with the excepti on of
strontiunt decaic cal cul ations.

DR. NAG Oh.

DR WLLI AMSON: If youreadthe definition,
it basically says AMP has this degree and so on, and
gets the experience at an institution and then there's
a list of section nunbers out of Part 35 and they refer
to all of the things Dr. Ibbott nentioned, which are

the full, basically full calibrations and spot checks
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of the three 35.600 nodalities, plus | think |eak
testing and strontiunm® decaic cal cul ati on.

DR. NAG. No, if soneone is doing
i nterventional brachytherapy and does not have any of
these three, he's not an aut hori zed medi cal physi ci st.

DR WLLIAMSON: | think he can beconme one
dependi ng upon the proposal that's used. Now, in Dr.
| bbott's proposal, if this person were board certified,
he woul d have to go and fulfill these supplenentary
training requirenents that he just nentioned in this
scenario, and then he could beconme an authorized
medi cal physici st.

DR. NAG No, but -- okay, wunder the
i nterventional brachytherapy procedure, it has to be
done in the presence of a physicist or authorized user
and so forth. Now, if it is not high dose rate, since
this is not gamma and this is not cobalt® he's not a
physi ci st .

DR WLLI AMSON: Well, it says actually in
thi s gui dance, | hate to be argunmentative, but it just
says medi cal physicist. It doesn't say authorized
medi cal physici st.

DR. NAG Onh, okay.

DR. WLLI AMSON: So there still is aconcept

of nmedi cal physicist and there still is a concept of
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board certified nedical physicist and that is quite
separate from the current category of teletherapy
physicist which is going to turn into the category of
aut hori zed nedi cal physicist.

So, | think the way to see this is in the
old regul ation that we now have, the only nention of
the physicist in the regulations is for calibrating

cobal t ®°

teletherapy and that's why he's called a
tel et herapy physicist. And there are other nentions or
other references to the physicist, but only in
regul atory gui des.

DR. CERQUEI RA: Di ck, you understand this.
You're going to explain it, right?

DR. VETTER Oh yes, Jeff is absolutely
right and I do understand the question. But it's sort
of like the old cliche, when is a dose a dose? Now we
have a new one. Wen is a physicist a physicist?

DR NAG Right.

MR. IBBOTT: And | have to say we were
responding to the wording in the revised ruling, and
sort of took it point by point.

DR. NAG Thank you for the clarification.
Now I know when you' re a physici st and when you are an

aut hori zed physi ci st.

DR VETTER And a qualified nedical
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physi ci st .

DR. NAG And a qualified physicist.

DR WLLIAVMSON. | nmean it really is
confusing. W have actually the sane trouble in our
radi ati on safety commttee. W had nearly an identi cal
di scussion. It was very confusing because we even had
a third definition which was authorized by the
radi ati on safety conmttee to do such and so which is
different yet. So, it's very confusing.

DR. CERQUEI RA: Any ot her questions for Dr.
| bbott? Yes?

DR W LLIAVSON: If I can nake a corment and
I think what this proposal ampunts to is accepting the
rule |l anguage as it is and is suggesting a procedure
which would be inplemented nore in guidance space
rather than rul e space. The essence of theideais to
make board certification cover as many of the 35.51-B
requi rements as possi ble, sofroma regul atory poi nt of
Vi ew, there would be desirability of boar d
certification, andthe willingness of physicistsinthe
field to undergo the rigors required to earn this
certification would not be di m nished.

So you know, | think in view of how
controversial thisis, | thinkit would be naybe a good

ideaif this conmttee considered a notion to support,
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you know, this type of proposal.

DR. CERQUEI RA: Wl |, why don't you work on
a short notion and Dick you wanted to nake a coment ?

DR VETTER Yes, just one brief comment
nore or less in support of the whole discussion here,
and that is we all together hold sone responsibility
for the dilenma we find ourselves in relative to the
interpretation  of the requirenents, not t he
requi rements to be uncertified, but the requirenments
for certificationto be recognized. So anything we can
do in guidance phase to try to clarify that to
encour age, at least to not discourage board
certification will help inprove the safety of patients
in nmy opinion.

DR. CERQUEI RA: Yes, | think that's true for
not just nedical physicists, for all the groups we've
addressed today. Dr. Nag.

DR NAG | would like to know if, | know
there has been sonme problem between certified
physicists from the American Board of Radiol ogy
certified physicists and | think the Anerican Board of
Medi cal Physicists. Wuld this involve both or woul d
it resolve the issue for both or not? |I'"mnot really
up to date with the two, but |I know that there was a

controversy. Soneone who is either a nenber of both,
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or not a nmenber of either, | think should address this
posi tion.

MR IBBOTT: Well, | think | can address it
if you wll. There are two answers. One is that we

are saying board certification w thout specifying ABR
or ABMP.

But the second response is that an
agreement has been wor ked out between t hose two boards
and physicists certified by the ABMP can request and
will receive aletter fromthe ABR stating that their
certification is equivalent to ABR certification. It
will be a time limted certificate and at the
appropriate interval, they will then be able to becone
recertified by the ABRif they so choose. Oherw se,
they can becone recertified by the ABM. But the
boards have recognized the equivalency of the two
nmechani sns, so | deliberately did not state which board
| was tal king about. W consider them equivalent.

M5. HOBSON: | assune you' ve di scussed this
proposal with NRC staff?

MR. IBBOIT: We have witten to the NRC
staff.

M5. HOBSON: Right, have you had any
indication as to what their position m ght be?

MR. I BBOTT: Not to my know edge.
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DR. CERQUEI RA: How s the notion com ng

Jeffrey?

DR. WLLIAVMSON: Ch, | mworking onit here.
It's three pages |ong, so.

DR CERQUEI RA: CGood gri ef.

DR. WLLIAMSON: It's hard for ne to wite
it down. I'"'m not nearly as good as our departed
col | eague at this.

DR CERQUEI RA: That's right.

DR. NAG You're better on your conputer
t ypi ng.

DR. WLLIAVSON: |I'm better at just ad-
libbing it actually. Maybe | should just do that.
Vell, | think the notion would read: ACMJ recommrends
that NRC accept ABR or ABVP certification in radiation
oncol ogy physics as prinma faci e evidence for satisfying
as many of the 35.51-B training requirenments as
possi bl e.

DR. CERQUEI RA: That doesn't -- it has to
translate into the boards, you know, the application
process that we tal ked about earlier.

DR. NAG Yes, the three subcategories.

DR. W LLI AMSON: Ckay, well we coul d make it
nore --

DR. CERQUEIRA: But there seens to be a

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

186

mechani smin place, although --

DR. WLLIAMSON: It's really sort of three
conmponents to it, | guess. W' ve already had one
noti on which endorses the idea of broadening the
gr andf at heri ng.

DR. CERQUEIRA: To grandfather it in in
three |evels.

DR WLLI AMSON: We need to have essentially
two recommendati ons. One reconmmendati on woul d be t hat
NRCutilize anodality specific definitionof AMP which
all ows separate credentialing of teletherapy AM,
renote afterloading AMP, and ganmma stereotactic AMP.
That woul d be one component of the recomrendati on.

DR. CERQUEI RA: But shouldn't part of this
be i ncorporated as part of the board approval process
because in a sense that's what we're -- | nean, how
woul d that be -- | nean, we could nmake the notion.

DR. WLLIAVSON: No, this first part is
i ndependent of the board certification to some extent
I think, the idea of having nmultiple nodality AMPs is
not necessarily, | think, connected with the board
certification.

DR CERQUEIRA: But it's a concept of --

DR. WLLI AMSON: The second conponent woul d

be is that | think to sort of iterate the essence of
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Geof f's proposal, you know, the basic idea is that

ACMJI  reconmends that NRC accept ABR or ABW
certificationinradiationoncol ogy physics as evi dence
for complying with all of the requirenents of 35.51-B
except the nodality specific requirements not covered
by the board eligibility criterion, whichis inessence
the various types of calibration. Wuldthat cover it?

M5. MBURNEY: Rather than this being a
notion, could it just be kind of a consensus that we
support the idea outlined by Jeff?

DR. CERQUEI RA: Di ck?

DR. VETTER | agree. |In fact, | think in
the material that was in our packet, | think it's
pretty well outlined, board certified physicist plus
denonstrating the nodality specific training. It's
really well-outlined there and if we could sinply
transfer to the NRC our consensus that we support this
concept, it doesn't have to be the exact words, this
concept. | think that woul d work.

DR. CERQUEI RA: | think consensus opinionis
probably right.

DR. WLLIAVSON:. | think it would be
interesting to hear what the NRC reaction to this
proposal is.

MR BROMWN: Well | tried to operate by the
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standard. If | don't know what |'mtal king about, |
shut up, and unfortunately in the roomright now, you
don't have any of the people dealing directly withthis
issue, so | can't offer you anything nore than that.
| would observe that if the issue is trying to nodify
t he rul e | anguage for bl anket recognition of the board
certification, that's nore difficult than if howthis
isinplenented is as a standard acceptable for |icense
anendnent request to add an authorized nedical
physicist to a license which is quite sinple and
readi | y anenabl e.

DR. WLLIAVMSON: | think it's guidance for
i dentifying those physicists that conply with 35.51-B
that basically, if a candidate conmes to you that has
one of the two specifiedcertifications, youdon't have
to ask themwhere they got their degree and what it was
in.

You don't have to ask t hemabout their year
of training and their year of experience, because you
have already concluded that the board certification
adequately covers those requirenents, and the only
addi ti onal ones you have to go after are those that the
board does not i ncl ude.

So | think this is the idea and that the

idea is this woul d be sonet hing that exists in gui dance
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space and would not require a reworking of the
regul atory |anguage itself, which requires a rule-
making initiative which I think should be discussed
sonmetime soon, | hope, to rectify the problem | ong-
term

So | guess what it would require is, is
that the boards would basically wite to NRC and say
our requirenents include this, this, this and this but
not this, and that could be used as the base by
radi ati on safety comm ttees of broad scope |icensees
for credentialing AMPs and | guess woul d be used by NRC
license reviewers in assessing the suitability of
applicants offered as authorized nedical physicists
file license anendnent.

DR CERQUEI RA: The nore you keep tal king
about it, the nore confused |I'mgetting here. Again,
| understand the point that you' re nmaking, but I'mnot
certain why we shouldn't make this point for all the
ot her authorized users, whether it's physicians or
whatever. So and | think this is covered adequately
withinthe certification board reviewprocess. | think
that would get it into, you know, out there and
enforced much sooner than anything else we could do.
Dick, am| msperceiving it?

DR. WLLIAMSON: |'mnot sure | understand
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your point.

DR. CERQUEI RA: | wunderstand your points
t hough.

DR. VETTER: See | think one of the probl ens
is the way the | anguage has been finalized. There's
nothing in the |anguage that prevents soneone from
becomi ng a qualified nedical physicist or radiation
safety officer apart frombeing certified. Just fill
out all the paperwork. You send it in to the NRC and
you get approved. | think what Dr. Ibbott is sayingis
that there is value in the certification process in
hel ping to assure safety of the nedical use of
radi oi sot opes, because certificationis onevery strong
i ndi cati on of competency, and the nore conpetent our
physicists are, at |east we would hope, the safer --
this is true for physicians as well, | assune.

DR. CERQUEI RA: See but that's kind of a
generi c.

DR. NAG | think one way or the other, for
the aut hori zed user, for the radi ati on safety officer.
I think the only difference | can see here is that in
addition to you having a certification, they should
show conpetence in these three --

DR. VETTER Right, and his proposal does

t hat .
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DR NAG Right.

DR. CERQUEI RA: Right, but the way to get
this through is part of the application process that

they've already initiated that we discussed this

norning. | nean, isn't that correct? | mean, David
hel p ne out here? | nean, what am | m ssing?
DR. DI AMOND: Well, | was just |aughing to

nyself. Perhaps if the Soci ety of Nucl ear Medi ci ne has
its way and this whol e Part 35 rul e-nmaki ng i s scrapped,
we have now | earned sone i nportant | essons next tinme we
do this as to howto wite these regul ati ons.

DR. CERQUEI RA: Di ck?

DR. VETTER The problem that we have is
that the current | anguage requires the boardto certify
that the person has had the appropriate training and
experience. And the boards don't do that.

DR. CERQUEIRA: Well, they do in their
eligibility requirenents and that's one of the things
that the board review process is looking at is they're
| ooking at the requirenents for those candidates for
certification, and they're supposed to neet the NRC
requirenments.

I know that the cardiology comunity
basically changed their rules to be in conpliance with

t he proposed changes. Nowunfortunately, it's already
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been done and if it just doesn't go through, they're in
trouble. But Jeff, briefly, howaml going to, what am
| m ssing?

DR. WLLI AMSON: Well, | think three points
"1l try to make.

DR CERQUEI RA: Qui ck points.

DR. W LLI AMSON: | think what you're sayi ng
iswhy can't this comrent be generalized or essentially
this recommendation of Dr. Ibbott's be generalized to
cover all of the various individuals that are nentioned
in the regul ation.

Well, | thinkthefirst reasonis, is aside
fromthe health physics certification, | think medical
physi cs has been the sort of only individual where it
appears that we definitely know for sure the board
certification process has failed to neet the NRC
definition. | think at this point inm mnd, all |I've
heard it's very cl oudy.

DR. CERQUEI RA: Wasn't the discussion this
norning that we would basically break it down into
categories, and shouldn't that neet the board' s
eligibility requirenents?

DR. WLLIAMSON: Let nme try to finish ny
answer .

DR. CERQUEI RA: kay.
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DR. WLLIAMSON: So that's one point. The

medi cal physics, the definition for authorized nmedi cal
physics very clearly does not agree with the board
eligibility requirenents that exist now. There
probably is no practical way ever to nake it agree
completely wth those requirenments due to the
denogr aphi cs and how people enter the field and the
distribution of sone of these nodalities, which is
actually quite rare.

I think the second point is, is that board
certification is especially inportant to, | think
qual ity of radiation nedicine delivered because it's
sort of really the only credentialing tool we have. |If
board certification in radiation oncol ogy, you know,
ceases to have the significance that it does now,
that's not as serious | would argue because there is
the residency requirenent, which is the sort of rea
teeth of the regul ation.

And again, due to the fact that residency
prograns are a new concept in nedical physics and do
not have the market penetration, it is not practical at
this tinme to insist on a uniformtraining experience.
So we really have to rely on the board certification
mechani smin order to weed out people, and it does have

teeth. It'srather difficult to pass in the sense that
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30 or 40 percent of those who take the exans flunk
them So it is an effective tool | think.

| think those are really the two main

points. |'ve lost track of what the third is, so |
think the idea was to make -- the third idea is or the
third argument was, is that the fact that board

certification for physicists has been the criterion
used in the current Part 35, | think has been very
important in nmaking it have the wuniversality of
acceptance that it now has and the concern is, if it
conmpl etely di sappears as a tool for selecting who can
be an authorized medical physicist, that they' Il be
little notivation for physicists in the future to
beconme board certified and there will be an influx of
people into the field who do not have the certified

credenti al s.

DR. CERQUEI RA: I"m president of a
certification board, so | wunderstand a need and a
concept of why we want to do it. |'mjust not certain

how this committee's going to advance it. But tell ne
what you would like to do and we shoul d probably take
a vote and nove on

DR. W LLIAVSON: The proposal is that |
think this committee should pass a notion which

endor ses the separate nodality AMP concept and | think
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the second proposition I think this commttee should
support is the idea that, even though board
certification at this tinme can not be accepted as sort
of the sole credential for getting through the process,
it should be wutilized as nmuch as possible in
determ ni ng who has satisfied the alternative pat hway
requi rements in 35-1B.

So, the board certificationis not evidence
that the person has had specific experience in gama
stereotactic, but it is evidence that the person has
the two years of training, the G aduate Degree.

DR. CERQUEI RA: See, that's just too many --
you got to nmake it sinple.

DR WLLI AMSON: What is your point?

DR. DI AMOND: The point is you nmade a very
good case just nowthat this is a special situationin
which there's a disconnector or dichotony between
current training with respect to the board and what t he
new regs have, a special case in that there's no
residency training sothat the certificationisreally
i ntegral, and nunber three, it's a speci al case because
it's the historic certification which has carried
wei ght .

So you made a very good argunent with t hese

t hree points. Howdo we get these points over here and
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make it workabl e so for the next three years, we don't
have to spend a lot of tinme dealing with this?

MR. BROMWN: | think that | suggest that
there was a proposal brought to the commttee in the
formof the slides which will be part of the record.

DR. CERQUEIRA: Plus the letter.

MR. BROMN: And the letter. And | think if
the intent of the committee is to suggest to the staff
that we pursue this avenue to achi eve a net hodol ogy of
getting authorized nmedi cal physicists into hospitals,
t hen you coul d sinply so recommend to us and then we' ||
work out the mechani smon how to nmake it work.

DR W LLI AMSON: The recommendationis this,
that the NRC accepts board certification as having
satisfied all of the 31-1Brequirenents, except for the
specific experience with renote afterloadi ng, gamm
stereotactic and Cobal t ®.

DR. MALMJUD: | have a question.

DR CERQUEI RA: Yes.

DR. MALMJUD: Are there enough board
certified physicists to handle the clinical |Ioad
nationally or are we creating a possi bl e obstructionto
patients getting care?

MR. IBBOIT: | don't believe there's any

evi dence that there are not sufficient nunbers.
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DR. MALMJUD: But | was asking the other

question. |s there evidence that thereis a sufficient
nunber ?

DR. NAG You have the alternative pat hway.
The pathway is there. | nmean, this is a way to
streanmiine or make it faster, so you don't have to go
t hrough and exam ne every training requirenent. If you
don't have a board, you can al ways use the alternative
pat hway wi t h equi val ence.

DR. WLLIAMSON: | think one answer is, I'm
not sure if there's direct evidence, but certainly the
current regul ation and the current |icensing gui dance
basically requires board certification as the sole
criterion essentially for being authorizedto do all of
these things. So this represents actually a change
wher e board certificationis nolonger goingto be used
as part of an assessnent.

MR, | BBOTT: But Jeff, could |l followup on
t hat ? At the nonent, yes board certification is
recogni zed as that | evel of conpetency in practice. In
institutions that have say a gamma knife, a physicist
does get training adm ni stered by the manufacturer or
by a practitioner of that field that's acknow edged by
t he manuf acturer, and so does get some speci al training

in that field.
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So, | think the answer is that yes, we do
have people out there now who are neeting the needs
because there isn't a clanoring for four people. Now,
we' re experiencing some shortages just |ike all other
medi cal specialties are, but the fact is that hospitals
aren't prevented from delivering these treatnents
because they don't have qualified and experienced
medi cal physicists to calibrate the equi pment.

DR CERQUEI RA: I'mnot sure we're going to
get consensus, so unl ess sonebody feels very strongly
that we need to take a vote onit, | think we've gotten
information to the NRC staff. | also think, you know,
in ternms of Dr. Malnud's point, we should get sone
nunbers. I nmean, how many certified physicists are
there out there? How many people are currently
enpl oyed as nmedi cal physicists were certificationwuld
be a necessity? That would give us sone idea of the
nunbers and the scope of the problem and I think that
coul d be discussed at the spring neeting.

So, unl ess sonebody feels really strongly,
| vote --

DR. W LLI AMSON: Well, | feel quite strongly
and | think this is a semnal point in time which, you
know, the role of physics board certification in the

regul atory process is really in doubt, and I think it
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woul d behoove this commttee to send a strong signal to
the NRC staff that this is an inmportant credential and
shoul d be used.

DR. CERQUEI RA: Maybe let's go around the
room and just short comments in ternms of whether you
feel we need to have sort of a notion or whether we
need nore information.

DR NAG | felt that, the way the ruling
now addresses that and that's true for all the others,
| mean aut hori zed user a board requirenent is there and
all the others and we have an alternative pathway for
t hose who are not board certified.

DR. CERQUEI RA: Yes, Neki?

M5. HOBSON: Well, it seens to nme that if we
endorse Dr. | bbott's proposal, it would just hopefully
give it nore weight when it's being considered by the
NRC st af f and hopefully, eventually a comm ssion. So,
| would agree with Jeff that | think it's sonething
t hat we coul d go on record now as being in favor of it.

DR. CERQUEI RA: As endorsing, okay. David.

DR DI AMOND: As | suggested, I'min favor
of endorsing Jeff's points.

MR, LI ETO Sane.

DR. MALMJUD: | agree.

MS. McBURNEY: | too amin favor.
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DR CERQUEI RA: All right. So, shall we

take a vote for endorsenent?

MS. McBURNEY: Yes.

DR. CERQUEIRA: Al in favor? (Opposed?
It's unani nous, good. Thank you very nuch.

MR. | BBOTT: Thank you.

DR CERQUEI RA: Any other new business
before we --
BRONN:. We are prepared.

CERQUEI RA: To do?

2 3 3

BROWN: To t al k about the ot her subject.

DR. CERQUEI RA: Al'l right, sonme peopl e have
to junp ship nmomentarily, don't they?

DR NAG Yes, actually right now.

DR. CERQUEI RA: Ckay, well maybe | think we
could let the three junp ship and then this is -- is
there any way we could send in the naterial ?

MR. BROAN:. We certainly can hand you what
we have.

DR. WLLI AVSON: What is the topic that's
bei ng proposed, |I'msorry?

MR. BROMWN: This is the followup to your
request this norning for information on reconmended
treat ment.

M5. McBURNEY: Medi cal update fromacci dent?
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MR. BROWN. Accident, right.

M5. McBURNEY: And non acci dents.

MR. BROMWN: Mark Sitek fromour staff wll
go through the slide. I'd like to just introduce the
topi c by pointing out that within the NRC obviously, is
as you have pointed out to us quite often, we're not
invol ved with the practice of medicine or recommended
medi cal efficacy issues with respect to patients.
W're interested in radiation safety occupational
specifically, as well as to the patient from the
treat ment.

So we don't have a | arge i n-house nedi cal
capability to nmke the sort of recommendations or
provide you directly with the information on how you
would treat citizens who came to you with specific
concerns or specific exposures. Havi ng said that
t hough, we do have sone things that we can share with
you, including who we think the best people in the
Federal Governnent to address the issue are.

So, I'mgoing to let Mark go through that,
and then I'll kind of wap it up at the end by letting
you know how we intend to proceed based on your
concerns.

MR. SI TEK: Again, my nane i s Mark Sitek and

| work for Fred. | quickly went through some of our
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i nternal docunents and did a coupl e searches for other
Federal agencies or governnent entities that can offer
assi st ance. Internally, in one of our inspection
manual s, we have very brief and generic guidance on
when we recomrend i ndi vi dual s exposed to radiati on be
referred to a physician. This procedure is currently
under review, but as it stands now, we have basically
two group.

G oup A, those wonen t hat are pregnant t hat
receive or are believed to receive in excess of 500
mllirem we recomrend that they see a physician. The
second group i s everybody el se, nmen, children and non-
pregnant femal es when they receive greater than 5 rem
we reconmend t hat they see a physician, and t hese dose
limts are based on Part 20 dose limts. Five remis
of course the occupational worker limt and 500
mlliremis the [imt for pregnant fenales.

M5. McBURNEY: Question, this is a single
dose?

MR, SITEK: Acute, yes.

M5. McBURNEY: Acute instantaneous.

MR. SITEK: Yes. And then if anybody
receives greater than 20 rem we recommend that the
physician follow up with cytogenetic studies. But in

all cases when we refer it to the physician or ask the
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i ndi vidual to see a physician, we recommend that they
contact REAC/ TS which is through the Departnment of
Energy and is the Radi ol ogi cal Enmergency Assistance
Center/Training Site, for those individuals are truly
the worl d experts in all aspects of assessing radi ati on
exposure and have the state-of-the-art and the nost
current expertise on how to deal with and treat
internally, externally wounds associated wth
radi ol ogi cal contam nati on.

Their web site is pretty good i n providing
very general or generic guidance on how to treat
external |y contam nat ed i ndi vi dual s, external |y exposed
and internally contam nated individuals, but it does
not go into great detail on how to step through the
process like in a cookbook format. It doesn't say,
Step 1, admi nister 100 mlligrans of potassiumi odide
for exanple. [It's just very general and provides to
some degree various drugs or blocking agents and
chelating agents that are in existence that can be
used.

This center is available 24 hours a day,
and like | said, they are the world experts and are
call ed upon all the tinme. They also provide training
to physicians on how to treat and recogni ze signs of

radi ati on.
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But the underlying nessage fromthemis,
these types of events and these patients should be
treated on a case-by-case basis, and if you don't know
what you're doing, then you should definitely contact
the experts, which in this case is this group of
peopl e.

They al so refer you to, there's a national
counsel on radiation protection and neasurenents report
which is #65 which goes into a little nore detail on
the recomendati ons and on how to treat, and other
drugs that have been used in the past. But again, it's
al so a very general and the overall recommendation is
to seek expert advice.

MR. BROMWN:. Thi s obvi ousl y goes hand-i n- hand
with the function that we have nore directly, whichis
in the event that there is either an industrial
accident or a terrorist event, we'll be working with
the other Federal agencies involved and key players,
the states, to make recomrendations on protective
actions and over the <course of the long-term
decont am nati on of any exposed area.

So, that effort is actually right nowbeing
coordi nated t hrough the Homel and Security O fice and |
believe FEMA is the | ead agency. So what we plan on

doing is to recormend to the comm ssion and senior
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agency managenent that we forward to that organi zation
the i ssue that you raised, that the nmedical conmunity
in general may expect to be asked about what are
protective action guidelines, what should they do if
they're directed to a physician. And so that we'l]l
propose that those branches of the governnment with the
| ead on this be responsive, and then we'll keep you
inforned as the ACMJ as we hear back to that need.

So, | guess | should first ask whether we
scratched your itch at all here, or if we're totally
of f target.

DR. CERQUEIRA: | think this is a start in
terns of once again -- | think the point we were
getting at this norning again, is just some general
i nf or mati on. Again with the anthrax concerns, our
medi cal center has been having al nost daily briefings
for staff and physicians on what know edge do we have
about anthrax? Wat are some of the issues that are
going to come up? Howdo we treat it? And just try to
keep it very current with what's going onin the public
nmedi a, because that's what patients conme in and ask
about .

So, the whol e i ssueis, you know, obvi ously
sort of nucl ear bioterrorismis a concern and how do we

sort of alert ourselves and the other physician

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.
(202) 234-4433 WASHINGTON, D.C. 20005-3701 (202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

206

conmunities. It sounds |like REAC/ TS is the group that
we need to go to. Leon.

DR. MALMJUD: There is arich literature on
the subject. It tragically evolved in the sanme way
that the literature for anthrax evol ved. Anthrax came
out of the Swerdl ovsk i nci dent in the Sovi et Uni on, and
our information has cone fromour own effort to close
Wrld War Il at Hiroshima and Nagasaki and then wth
one or two radiation accidents that have occurred.

The i ndividuals who woul d be involved in
treatment would be certain radiation oncologist,
environmental health and safety people, radiation
safety people. But then hematol ogists, burn
specialists and then the areas that are affected woul d
require intensive -- for patients who were subjectedto
| arge radi ati on burdens externally but nay or nmay not
be externally burned, they would have the typical
reaction of patients who got too nuch whole body
radi ati on, begin sl oughing their gastrointestinal tract
and have bone marrow shut down.

But there's rich literature onit. It's
not timely, fortunately, and we hopeit will never have
to be timely, but it is available and | suspect it's
probably accessi bl e through those nunbers that you' ve

given us in that page. The data will be updated as the
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Federal Governnent gets to work on preparing us for
possi bl e nucl ear terrorism

We have the |argest energency service in
the City of Phil adel phia at Tenpl e, and we' ve begun t he
process of preparing for both biologic, chem cal and
nucl ear incidents. W' re further ahead with biol ogic
and chem cal than we are wi th nucl ear because we want ed
to deal with those two first.

W would be remiss in a facility of our
size, treating the volune of patients that we doin the
city, not to be prepared for this as well. And |
suspect as you well know, that's why we have the itch.
| could respond to you that you did help scratch it a
bit. That list is very useful. Thank you.

MR. BROWN. Thank you.

DR. CERQUEI RA: Rut h.

M5. MBURNEY: For those, as | nentioned
this nmorning, for those facilities that are in the
vicinity of nuclear power plants, they are geared to
treating exposures and contam nated individuals from
the plant. But in the case of a |arge-scale attack,
you' re tal king about having to take people to higher
popul at ed because nost of the power plants are in | ower
popul at ed areas and having to gointo bigger facilities

inthe city, which may or nmay not have had the training
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to deal with that.

DR. CERQUEI RA: Ruth, or Neki?

M5. HOBSON: Aside from you know, the
techni cal and professional problens that the medical
community woul d need to address, and nmaybe soneone's
al ready done this, but there shoul d be put together by
some very credible organizations a packet of basic
i nformati on on radi ati on and radi ati on exposures that
you can hand to the nmedia and try to keep -- you know,
the medi a just goes hysterical and | think it woul d be
really helpful if we had that kind of information
avai l abl e that we can just distribute to danpen that
hysteria a little bit at |east.

DR. CERQUEI RA: Yes, | think that woul d be
very i nportant, and obvi ously even if word got out that
some government committee had started asking about
these questions, then there would be concern it's
I mm nent .

But | think just having information is
useful, and whatever the NRC could do to come up with
it. Mybe, you know, the REAC/ TS peopl e seemto have
all the information but naybe it needs to kind of be
di still ed and made avail abl e for the medi cal conmunity
as well as for the general public. Certainly, I think,

that's within sort of the mssion of this conmttee to
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advi se you that that's a need, that people are going to
cone to the NRC and to comm ttee nenbers in general to
addr ess.

MR. BROWN: And we took our web site down
where we had sonme of that general information. So, |
guess the other option --

DR. CERQUEI RA: Well, if it was there, maybe
you coul d provide, | nean -- it wasn't cl osed because
of that type of information. So if that coul d be nade
avai |l abl e, that would be useful .

MR BROM: | guess the other obvious
reference are the BEIRs studies to go back to the best
science as we knowit for dose effect rel ationship, but
your point's well taken Dr. Cerqueira. | think that's
what we'll pass on.

DR CERQUEI RA: Yes.

DR. MALMJD: The Soviet literature too from
Cher nobyl .

DR. CERQUEI RA: Cher nobyl, vyes.

MS. McBURNEY: The Conference of Radiation
Control ProgramDirectors is putting together a sort of
a series of links or referenced web sites for the
general public and on different topics, one of these
bei ng general information on radiation. Al so, even

terrorismtype | inks that they' ve -- anyway, |'mon the
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conmttee that's putting this together for public
information type information that people can go to to
find information on the various related -- you know, to
get information, general information on radiation and
radi ati on effects.

DR. CERQUEI RA: The information is there.
Al'l these things that have been nenti oned have all the
information, but it's not distilledinaformthat can
be easily presented to, certainly tolay people or even
to nmedi cal physicians. Okay. Thank you, that was very
useful. O her new business? | guess the next neeting
is?

M5. WLLI AMSON: Before we di scuss that, |
just want to nention to the conmttee nmenbers that if
| can get specific travel information and other
information. This is really conmttee business, nore
than public business, but | just want to rem nd the
conmttee menbers that if | can get all of your travel
i nformati on, your professional pay information before
you |l eave, that will expedite the process of getting
those reconciled. So, if you can get those to ne that
will be helpful to us both.

DR MALMUD: |Is there a standard forn®

M5. WLLIAMSON: Yes. | m ght have to speak

with you and M. Lieto offline since you're newto the
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process, but the other menmbers know exactly what |I'm
tal ki ng about.

M5. McBURNEY: It's just thelittle expense
form or do we need to have a voucher to sign as well
or would we be sent that?

M5. WLLIAMSON: Well, | thought -- if you
don't have both of the forns that you need, | can get
you both the forms.

M5. McBURNEY: Ckay.

DR WLLI AMSON: W nmight not have all of
the recei pts and sone of our expenses are yet to be
incurred, so it's sort of difficult to.

M5. WLLI AMSON: Ckay.

M5. McBURNEY: Yes, the end of the night
toni ght.

DR. WLLIAMSON: | think all we have to do
is fill out the sinple formand give you the receipts
that are required, including the airfare information
and such, and then as | understand, your office
gener at es sonme nore conpl i cat ed voucher t hat conmes back
to us and then we sign and then we send it back to you.

M5. McBURNEY: |s that right?

DR WLLI AMSON: That's how it works.

DR. CERQUEI RA: Good, okay. So the next

meeting, | think everyone felt it was i nportant to have
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the neeting with the conm ssioners which we tried to
schedule this time but were unable to do so. But, we
were supposed to neet in April and hopefully we w |
have sone resol uti on on Part 35 by then, the revisions.
W should probably get availability for the
conmi ssioners in April?

MR. BROWN. We'll use April as a target to
work with the comm ssion staff.

DR CERQUEI RA: Ckay, they can't project
that far | guess. | think otherwise first to try to
settl e on a date wi t hout know ng when t hey' re avail abl e
is futile and a waste of tine.

kay, any comrents fromthe staff? Well
then 1'd like to thank everyone for com ng and
participating and giving us their input. And I'd |like
to again wel come Ral ph and Leon to the conmittee and
hope they weren't too discouraged by this first
meeting. It gets better | think. And with that, we'l|l
adj ourn. Thank you.

(Wher eupon, the above entitled matter was

adj ourned at 2:39 p.m)
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