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(8:13 a.m)

CHAI RMAN CERQUEI RA: My nane i s Dr. Manuel
Cerqueira, and I amthe Chairman of the ACMUI. MW
apol ogi es for beinglate. Asalocal, | actually hadto
stop at the hospital this norning before com ng here. So
it is hard to predict traffic.

But | would |iketo wel cone everyonetothe
neeting, and agai n ny apol ogi es for startingalittle bit
late, and | think we can start of f by havi ng sone openi ng
remar ks from John Hickey.

MR. HI CKEY: Good norning. | amJohn H ckey
fromt he Nucl ear Regul atory Conm ssion. | amthe newy
desi gnated Federal Oficial for the Advi sory Commttee on
Medi cal Uses of | sotopes. That neans that | amthe NRC
[iaison to the Conm ttee.

The conm tt ee nenbers have ot her positions
and they are serving in an advi sory capacity to NRC, and
we certainly appreciate youtakingthetineto be here.
We know that you all have very busy schedul es.

Thi s neeting is an open announced neeti ng.
It was announced i n t he Federal Regi ster on March 16t h,
and it is opento nenbers of the public for observation.

The neeting is being transcribed by Paul over here.
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So, pl ease speak and identify yoursel ves so
that it pronotes a clear transcription of the neeting.
Everything hereis onthe publicrecord, and so keep in
m nd t hat everything that you say here is a matter of
public record, andif you get into nmedial informtion,
refrainfromdiscussing any nedical informationthat is
not appropriate for disclosure to the public.

| would liketo point out that in addition
tothe presentations that youw || hear today, there were
fivewitten presentations submtted by organi zati ons for
the Committee' s information.

Copies of those docunents are being
distributedtothe Conmttee, and copies will be made to
t he publicinthe back of the room The docunents were
submtted by the Society of Nuclear Medicine, The
Aneri can Col | ege of Cardi ol ogy, The Ameri can Soci ety of
Ther apeuti ¢ Radi ol ogy and Oncol ogy, Novoste Corporati on,
and the American Association of Physicists in Medicing.

We will refer tothose docunents at the tine
on t he agenda when we are di scussing the topic that the
docunment relates to.

Inadditiontothe NRC staff nenbers that
wi || be maki ng presentations, we have Dr. Mchael Gllin,

fromthe Medi cal Col | ege of Wsconsin, whow || al so nake

a statenent inconnectionwiththe witten statenent from
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t he Aneri can Associ ati on of Physicists in Medici ne when
we tal k about certification boards at 10:00 a.m

We would also like to thank Dr. Jeffrey
Brinker at the end over here. |'msorry that this table
is a little crowled. He is an Interventional
Car di ol ogi st fromJohns Hopki ns Uni versity, and he has
accepted our invitation through arrangement with the
Anerican Soci ety for Cardi ac Angi ography and I ntervention
i nthe Areri can Col | ege of Cardi ol ogy, because one of the
significant topics that we have been di scussi ng at t hese
nmeetings has been intervascul ar brachytherapy in
cardi ol ogy procedures.

The functi on of the ACMJl is to advise NRC
on i ssues and questions that ari se on nedi cal uses of
radi oactive material. It provides counsel tothe NRC,
but the Conmitteeitsel f does not determ ne or direct the
actual decisions of the Conm ssion.

The NRC val ues t he opi ni ons of the Committee
very much i n maki ng our regul atory deci sions. W are
interestedinall of theviews of thecommttee. It is
of interest to us whenthe views refl ect an consensus of
the commttee, but it is alsoinportant that individual
views be recorded because you represent various

constituenci es and stakehol ders.
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And so sonetinmes an i ndi vidual viewis as
significant as the view of the commttee and NRC
consi dering aregul atory deci sion. And when | amdone
the Chairman will ask you to go around the tabl e and
i ntroduce yoursel ves.

Andit is alsonyresponsibility toreview
the i ssue of potential conflicts of interest in the
participation of the menbers of the commttee for the
vari ous agenda topics.

| have determ ned that t he agenda t opi cs
t hat we wi Il be di scussi ng today are of a general nature,
and thereisonly oneitemthat is of note, andthat is
t hat t he Chai rnman, Dr. Cerqueira, has requested that he
recuse hinself fromthe discussions of the American
Board of Nuclear Cardiology during the 10 o' clock
di scussi on.

So he cansit and listento the di scussion.
Bear with us, Dr. Cerqueira, but it has been your request
that you not actually participate in the discussion.

I woul d al so poi nt out that these periodic
meeti ngs are conductedinatinme of change, both onthe
part of the commttee and the NRCstaff, and | would |ike
tointroduce toyou Angela WIlianson, whichl will doin

a n nut e.
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Many of vyou have dealt wth Angela
W I lianmson, who is the project nanager for the Conmttee,
and so she has nmade a | ot of the arrangenents causi ng t he
neeting to happen today.

And you al sowi || see sone peopl e that are
maki ng present ati ons today t hat you have not seen bef ore,
and that is a reflection where | have been in this
programfor about two years, andthisisthefirst tine
t hat | have been the Federal O ficial for this neeting,
and you wi I | al so see sone ot her newfaces as aresult of
the staff changes at NRC.

So we woul d appreciate it i f you woul d bear
with us as we mai ntainthe val uabl e functi on of these
conm ttee neetings inreceivingyour counsel in the m dst
of adm ni strative changes on our part, and wth that, |
woul d turn this back to back to Dr. Cerqueira.

CHAI RVAN CERQUEI RA:  Thank you very nuch,
John. Shoul d we do the i ntroductions of the peopl e now?
Per haps we coul d start at this end with R chard, and have
peopl e i ntroduce t hensel ves, and whi ch st akehol ders t hey
represent.

DR. VETTER: Richard Vetter, fromthe Mayo

Clinic, and | represent the Radiation Safety Officers,.
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M5. WAGNER: Lou Wagner, and | amfromt he
Uni versity of Texas, Houston Medi cal School. | represent
Nucl ear Medi ci ne Medi cal Physici sts.

MR WLLIAVBON: | amJeff WIIlianmson, from
Washi ngton University, in St. Louis, and | represent
Radi ati on Oncol ogy Physi cs.

DR. SCHWARTZ: | amSally Schwartz, and | am
al so fromWashi ngton University in St. Louis, and |
represent Nucl ear Pharnacy.

DR. NAG Subir Nag, Radi ation Oncol ogi st,
Chio State University, Col unbus.

MR. HEATON: Tom Heaton, from FDA, the
Center for Devi ces on Radi ol ogi cal Health. | amhere on
a one-time request for havi ng sonebody fromt he Center
for Devices here rather than the Center for Drugs.

CHAI RMAN CERQUEI RA:  Manuel Cer queira, and
| at Georgetown University Hospital in D.C., and |
represent Nucl ear Cardi ol ogy.

MR. GRAHAM John G aham Beaunont Hospital,
M chi gan, representing Health Care Adm nistrators.

MS. MCBURNEY: | amRuth McBurney, fromthe
Texas Department of Health. | amrepresentingthe State

Gover nment peopl e.
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DR. ALAZRAKI: | amNaom Al azraki, and | am
from Enmory University and the VA Medical Center in
Atl anta. | amrepresenting Nucl ear Medi ci ne Physi ci ans.

DR. DI AMOND: | ambDavi d Di anond, and | am
a Radi ation Oncol ogi st fromOrl ando, Florida, and |
represent the Radiation Oncol ogy comrmunity.

MS. HOBSON: And | amNekita Hobson, from
t he Nati onal Associ ation of Cancer Patients, and | amthe
Pati ent Advocate.

DR. BRINKER: | amJeff Brinker fromJohns
Hopki ns Uni versity, and representing I nterventi onal
Car di ol ogy.

CHAI RMAN CERQUEI RA: Thank you very much.
The next itemis actual |y an award of appreci ation, which
will be presented by Dr. Donal d Cool.

DR. COOL: Thank you, Dr. Cerqueira. | am
Donal d Cool, and | amthe Director of the Division of
| ndustri al Medi cal Nucl ear Safety, and our
transcriptionist i s probably goingto haveafit with ne,
because in order to properly do arecognition, | amgoi ng
to have to walk away fromthe m crophone.

But we do | i ke to take opportunities when
fol ks are unfortunately going to have to not be part of

t he organi zati on because of the rul es and requirenents to
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provi de sone recogni tion, or appreciation and thanks for
much hard work in activities.

Soit iswthgreat sadness that | amgoi ng
t o acknowl edge that Dr. Al azraki i s not going to be abl e
tocontinuewithus after this neeting, and to w sh her
t he very, very best in her continued activities, andto
t hank you very nmuch for all of your support and helpw th
us these |l ast couple of years.

DR. ALAZRAKI : Thank you. | m ght say t hat
during the years that | have been here, al though there
have been a | ot of changeovers in staff, Donal d Cool has
al ways been here.

(Laughter.)

DR. ALAZRAKI : | have al ways known Donal d
Cool .

CHAI RVAN CERQUEI RA: W are al |l going to be
sad to see you go, but we have really appreci ated all
your i nput over the years, and your sort of reasoned and
| ogi cal approach to things.

DR. ALAZRAKI: Thank you.

CHAI RVAN CERQUEI RA: | guess we wi | | nove on
to the next agendaitem whichisthe follow up of itens
fromprevi ous neetings, and Frederick Brown fromt he NRC

will be reviewing that for us.
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MR. BROAWN: Good norning. | amFred Brown,
and what | would Iike to go over real brieflyisinyour
bri efing books under the tab of Novenber 8th and 9th
fol | ow up.

We are going to start a new format of
communi cationrelative tothe mnutes of neetings. There
are several objectives, and the nost inportant | hopeis
that we will nore effectively communicate to you the
results of your recomrendations to us.

This format is consistent with how we
comuni cate wi th t he ot her advi sory commttees that the
Conmmi ssion utilizes, and it is also a nore effective
utilization of our resources.

And rat her t han provi di ng a synopsi s of the
entire neeting, wew !l pull the actual recomendati ons
of the comm ttee out of the transcripts of the neeting,
and thenwe w || informyou of howwe have utilized your
reconmendati ons.

So | wll quickly go through the
recomrendati ons fromthe previ ous neeting. The first
dealt withlicensing and reporting for thetherasphere
nodal ity.

The comm tt ee made a recommendati on t hat we
use the 35.400 gui dance for brachytherapy. W are
currently devel opi ng our final gui dance, and we are goi ng
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to be very consi stent with that recommendati on of the
comm ttee.

The second dealt with -- actually, it is
classifiedevent reporting, but it really hadto dow th
thedifficulty of findingthings onour website, and the
agency currently has a very large effort to redo the
website.

We have specifically requested that the
search engine be upgraded consistent with your
recommendations. Unfortunately, | can't make any
prom ses, but we agree and hope that that istheresult.

The third area dealt with 35. 75 rel eases and
associ ated reporting. | amgoing to basically | eave that
to Cathy Haney. Thereis apresentationinafewm nutes
which will go into greater detail.

The fourth recommendati on was that the
enbryo-fetus reporting requirenment rule maki ng not
proceed, or that no additional requirements be
est abl i shed.

Si nce t he Novenber neeti ng t he Comm ssi on

has det erm ned t hat t hat rul e maki ng has been t er m nat ed

consistent with the recommendati ons of the Comm ttee.

And then the final thingthat was di scussed
dealt with granting exenptions to training for
tel et herapy physicists, and the process that the
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comm ttee reconmended to us i s goi ng to be adopt ed, where
we wi Il consult withthechair, Dr. Cerqueira, directly.

And t hen obvi ousl y he woul d conmruni cate with
the rest of the conmttee as appropriate. Soin general
we found al | of the recommendati ons fromthe | ast neeting
very hel pful. W appreciatedthem and what you shoul d
seeinthefutureisadirect responseinthisform If
t here are any questions, | would be happy to. Yes?

MR. WLLIAMSON: Wth regard to the new
nmedi cal technol ogiesitem | think the underlying concern
was t hat there | ooked | i ke t he NRC st af f was maki ng an
effort to devel op a very detail ed prescriptive set of
recomendat i ons for each nodality t hat we are drawn, and
at the particul ar case at hand, the t herasphere, al nost
verbatimfromthe witten instructions fromthe vendor|.

And | think that was nore of the concern,
and so have nore sort of reasonabl e and | ess prescriptive
and restrictive criteria for witing guidance been
adopt ed.

MR. HICKEY: | think | amprobably a better
one to answer that. The answer is in short yes, and |
t hi nk i n sone of the specific topics you hear | ater about
FDA, and you wi I | hear sone of the consi derations that

are going into that.

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

16

MR. BROMN: | think | woul djust quickly add
that it is an excell ent point that we will actual ly be
respondi ng to t he recommendati ons as t hey are nade by t he
Comm ttee.

Hopefully we will be responding to the
under |l ying i ssue, too. But the nore specificityinthe
reconmendati on, the nore direct answer you w || receive.

CHAI RVAN CERQUEI RA: M. Graham you had a
guestion?

MR GRAHAM John Graham Just to conmment .
Over the past six years, there has been an extensive
di scussi on about this group receiving feedback and
recogni zing that it was only advisory.

We were never sure what happened to the
reconmendati ons and so | woul d commend the staff. This
i s an out standi ng sunmary com ng back, andthisisthe
first time that | have seen it. So, thank you

CHAI RMAN CERQUEI RA:  That is a positive
response. Any ot her questions for M. Brown? Ckay. |If
not, thank you, and t hanks, John, for your input. So
actually we are back on schedule. That's good.

The next itemis the status of the ACMJI
vacanci es, and is Angel a back?

MR. HI CKEY: Yes. | introduced youin your
absence.
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MS. WLLI AMSON: Good norni ng, everyone. |
wi ||l skiptheintroductionas youall knowwho | am and
we wi || get right tothe point here, whichis the status
of vacancies on commttee.

DR. NAG You m ght want to get it focused.

CHAI RVAN CERQUEI RA: It isdifficult to see,
right. People can go to their handouts, to the tab
mar ked St atus of ACMJI vacanci es. W actual |y have the
slides on there.

M5. WLLI AMSON: Ckay. We have a coupl e of
vacanci es, or actually oneis an actual vacancy, and one
is avacancy after this neeting. The onethat will be
t he vacancy after this neetingis the Nucl ear Medi ci ne
position that Dr. Alazraki is currently hol ding.

We forwarded a staff paper, call ed SECY 00-
0036 to the Comm ssion, and we are awaiting for
applications onthis particul ar vacancy. | wantedto
not e t hough t hat t here has al ready been progress nade on
this. That thecall for nom nations to advertisethis
position has been forwarded to the Federal Register.

And in a fewdays or so we wi |l know what
that FRis. So we are progressing nicely onthat. All
we wi I | have to do after thecall for nom nationsisto
get the nom nations in and forma screeni ng panel. That
is the status as of that as of now.
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CHAI RVAN CERQUEI RA:  And what isthetine
l'ine onthat, Angel a? | nmean, basically, the Federal
Regi ster notice will be published when?

M5. W LLI AMSON: By next week, it shoul d be
publ i shed.

CHAI RVAN CERQUEI RA: And what is the
deadl i ne for the professional nedical society submtting
nom nati ons?

MS. W LLI AMSON: 60 days after the
publication of the Federal Register notice.

CHAI RMAN CERQUEI RA:  So hopeful 'y by the
next meetingin Novenber, | guess, we shoul d have t hat
position filled?

MS. WLLI AMSON: Well, | don't knowthat we
w Il have the positionfilled, but we w |l at | east have
appl i cations frompeople, and we wil| be abl e to begin
form ng the screeni ng panel. But | doubt that we wi ||
actually have it filled.

MR WLLI AVBON: What is the average | ength

of time after the close of, | guess, the nom nating
period for the positionto be -- for the personto be
sel ect ed?

MS. W LLI AMSON: About 30 to 60 days,
because we have to get perm ssion fromthe Conm ssi on for
t he screeni ng panel -- fromone of the peopl e that we
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need to formthe screeni ng panel, which is an outside
Federal enpl oyee.

And t he Commi ssi on has to actual | y approve
t hat person. So we can't just go out and pi ck soneone.
So after the Comm ssi on has approved t hat person, then we
are able to formthe screeni ng panel.

CHAI RMAN CERQUEI RA:  But coul d any of t hat
-- | nmean, we are obviously going to wait for the
publ i cation and subm ssi on of applicants, but is there
anyt hing that could be done to sort of shorten the
process of that appointnent? Can that be mde
i ndependent of the subm ssion of nom nations?

MS. WLLIAMSON: | don't think so. No, we
have to-- it i s conm ssiondriven, but we do have to get
their perm ssionprior toalot of -- the staff hasto
get their perm ssionprior toits action, and we can't
really junmp the gun on that sort of thing.

All we can tell youis that it should be
publ i shed soon, and to be alert and aware that it is
goi ng to be publ i shed, and as soon as possi ble. | nean,
al ready have your people | ined up that you have i n m nd,
and as soon as it hits the presses, send those
applications in.

CHAI RVAN CERQUEI RA: Ri ght. Now, they wi ||
be sent in, but they you have 60 days, and then the

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

20
Comm ssi oners | guess have to appoint a conmttee. Now,
is the commttee the ACMJl or is it the --

MS. WLLI AMSON: No, no. The committeeis
a screeni ng panel --

CHAI RMAN CERQUEI RA: OF NRC staff people?

MS. WLLIAMSON: -- of NRC staff and an
out si de Federal enployee.

CHAI RMAN CERQUEI RA: Okay. So | guess the
gquestion | was askingis why couldn't that be done ahead
of time in anticipation and in 60 days all of the
applicants will beinsothat at the 60 day ti me poi nt,
we coul d begin the process?

| guess that the Committeeis recomending
that we initiate that, becauseif we wait for 60 days,
and then you initiate the process performng the
screening commttee, it is going to add to the del ay.

MS. W LLI AMSON: Ri ght . What about
literallywaitinguntil the 60th day? Wat we are doi ng
is that in the neantinme while we are waiting on the
appl i cations fromthe perspective or fromthe candi dat es,
we can beginidentifyingthe outside Federal enpl oyee.
We can do that.

CHAI RMAN CERQUEI RA: I guess what the

commttee is recommending is that that process be
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initiated so that at the end of the 60 days we woul d
al ready have that group forned.

MS. WLLIAMSON: Right. And normally that
is what we do. That's the way it is handl ed anyway.
Sonetimes as you m ght well imagine, it can be a bit of
alogistical challenge-- and |l will get right toyou,
sir.

But it can be a bit of a |ogistical
challengeto findthat person, to nmesh the schedul es, and
that sort of thing. It isjust | ogistics, but we don't
literally wait until the 60th day before we even begin
t he process of findingthe other personthat we needto
formthe panel.

CHAI RMAN CERQUEI RA: M . WAgner.

MR. WVAGNER: | woul d just |ike to point out
that this has been an ongoi ng i ssue in nmy six years of
service on this commttee, and there has been
reconmendations in the past that the NRC take a
farsighted | ook at this.

And when t hey knowthat atermis goingto
expire, then a year or so, or maybe a year-and- a- hal f
bef ore, the process should begintofill the newposition
because you knowthe personis goingto berotating off,

and it is going to be vacant.
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That recommendati on has been made by thi s
commtteeinthe past, and it has not been foll owed up
on, and so nowthat we have this newpolicy of follow ng
up on these recommendations, | thinkit would be niceif
the NRCcould tell us whether or not they are goingto
trytorearrange this sothat we can have t hese positions
filled at the time at which they are vacant.

We have had many ti mes during t he past six
year s wherei n t here has been vacanci es onthis commttee
and the commttee has been dw ndled down to a few
nunbers, to a few of the voting nmenbers.

So, again | would like to repeat that I
think thereis sonme history there which can be brought
back and | ooked at agai n.

MR. HI CKEY: Yes. This is John Hi ckey, and
t hat makes sense to ne, and we can take that as an action
item

CHAI RVAN CERQUEI RA:  Good. Ckay.

MR. WLLIAMSON: Shoul d we make a for nal
recommendati on?

CHAI RMAN CERQUEI RA:  Yes. W woul d have to
make a noti on.

MR WLLIAVSON: Yes. | woul d nove that the
ACMUJI recomend to t he comm ssion that the procedure for
recruiting and appoi nti ng ACMJ nenbers begi n as soon as
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t he vacancy beconmes known, and not at the tine of the
actual vacancy.

CHAI RMAN CERQUEI RA:  Are t here any seconds
on that?

DR. DI AMOND: | would second that, Jeff.

CHAI RMAN CERQUEI RA:  And any di scussi on?
M. G aham

MR. GRAHAM Just a point of clarification,
because we di d di scuss this at two neetings back, and ny
under standi ng i s t hat ny appoi nt ment expires in Cct ober,
and you are goi ng to hear about the recruitnment of ny
repl acenent today.

So they have shifted this up a full year
earlier than what was doneinthe past. Sol thinkthey
are moving in the right direction.

CHAI RVAN CERQUEI RA:  Any further di scussi on?

(No audi bl e response.)

CHAI RVAN CERQUEI RA: | would call for a
vote. All in favor?

(A chorus of ayes.)

CHAI RMAN CERQUEI RA:  Opposed?

(No audi bl e response.)

CHAI RMAN CERQUEI RA: Al right. Good.

Thank you. Angel a.
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MS. WLLIAVSON: And as M. G aham has
al ready said, we are working to determ ne beyond t he
Heal t h Care Adm ni strator vacancy that wi || appear after
hi s departure.

And what we have done towards that end is
t hat we have al ready forwarded our papers up to the
comm ssi on, and we have al ready f orwarded a paper up to
a poi nt of the screeni ng panel menber, and you wi I | be
happy to know that even though my |ast bullet says
awai ting conm ssion approval of screening panel
candi date, we have that person already approved.

So as of May, we wi || be form ng a screeni ng
panel for both, the Health Care Adm ni strator vacancy,
and the Nucl ear Medici ne Physician vacancy.

CHAI RMVAN CERQUEI RA: That's correct. |
guess that answers our earlier question, and that's good.
G eat .

MS. W LLI AMSON: Now, for the Medical
Physi cs and Nucl ear Medi ci ne vacancy, agai n we f orwar ded
our papers. You know what? | m s-spoke. W have a
screeni ng panel candi date for the Medi cal Physics vacancy
and the Health Care Adm ni strator vacancy.

For Dr. Al azraki's position, we just got a
notice that the Federal Register notice will be
publ i shed soon. So |l m s-spoke onthat. But it isthe
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Medi cal Physics and Heal t h Care Adm ni strator screening
panels that will be forned in Muy.

DR. ALAZRAKI: Do these screening panels
have to be different; one screening panel for each
position? Can't they be |unped together?

M5. WLLI AVSON: Well, not really, because

t he screeni ng panel al ways consi sts of an out si de Feder al

enpl oyee that is skilled in the vacancy to be filled.

So, for instance, for the health care
adm ni strator screeni ng panel, it consists of three NRC
enpl oyees, and t hose enpl oyees are al nost al ways t he
samne.

But the fourth person, the outside Feder al
enpl oyee, is aspecialist inhealthcare admnistration.
Sowe can't really lunp themall together. W have all
the applications infront of us and we have to screen
t he applications with that specialist thereto guide us.
Any further questions? If not, thank you. Oh, |I'm
sorry.

DR. ALAZRAKI: Can | be t he outsi de panel
representative for screening for a Nucl ear Medici ne
position?

MS. W LLI AMSON: Sur e. | nmean, the

conmm ssion has to approve it.
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DR. ALAZRAKI: Well, that woul d seemto be

a natural kindof thingtodo, istotake the person who

is going off and make that person the panel screener.

MS. W LLI AMSON: But we have to do it
formally. We have to solicit or we have to contact
peopl e and do it through formal channels. W can't just
say, okay, definitely youw Il betheonetosit onthe
screeni ng panel .

MR. WLLIAMSON: You have to be a Feder al
enpl oyee.

MS. WLLI AMSON: yes.

DR. ALAZRAKI: Which I am

CHAI RMAN CERQUEI RA: Wi ch she is.

MR. W LLI AMSON: And | guess we are speci al
gover nnent enpl oyees, and so | supposed t hat we coul d be
involvedinthe sel ection of our successors before we
rotate off.

DR. ALAZRAKI: That's right.

MS. WLLI AMSON: Okay. Thank you.

CHAI RVAN CERQUEI RA:  Any further questions
for Angel a? If not, thank you very much, Angela. The

next itemis one of great interest to everyone and t hat

is the status of the 10 CFR Part 35, 35.75 rule nmaking.

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

27

And, Cat hy Haney, whois well known to all
the comm ttee nenbers, will be giving us an update.
Cat hy.

M5. HANEY: Good norning. Thank you. It is
rather interesting to be onthis side of the table than
back i n the audi ence now. | amgoingtotalk to you a
little bit about where we are on Part 35 rul e nmaki ng as
a whol e, and al so tal k about the petition, the status of
the petitionthat the Soci ety of Nucl ear Medi ci ne and t he
American Col | ege of Nucl ear Physicians set in.

And then astinme permts, | want totalkto
youalittle bit about where we are onthe follow ngrule
maki ng that had to do with notification relative to
35. 75.

But before | go into all of that, | just
wanted to foll owup on one thing that | think Fred had
said. When hereferredtothe enbryo-fetus rul e making
as beingtermnated, that is not therule makingthat is
in 35 right now, the revised 35.

That was a rul e maki ng that was going to
t ake requirenents for enbryo-fetus reporting beyond t he
medi cal arena. So | just want to make sure that you
realize that that requirenent did stay in Part 35.

Al right. As far as where we are on Part
35 right now, when | | ast spoke with you, I told you that
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t he next step was to get the package to the Office of
Managenent and Budget to get their approval on the record
in keeping in reporting requirenents.

That package did goto OvBthe week of March
12th, and it is currently under revi ewby OVB, and by
March 16t h, NRCi ssued a Federal Regi ster notice just
i ndi cating that the docunent was with OVB, and i f any
i ndi vi dual s had any comment s t hat t hey coul d provi de OVB.

The comrent period cl osed on April 16t h,
just this week. | only knowof threeletters that have
gone to OMBso far. There could be others, but that's as
much as | know at this point.

And where we are ri ght noww th t he process
i's the comment period has closed. So we are kind of in
await positionright nowfor OVBto cone back to us and
ei ther say you have our approval, or to ask for
additional clarification on some of the itemns.

Typically, OVMBlikes to work towards a 60
day tinme period for giving approval, andthat is fromthe
time that they receiveit. Sothat is back the week of
March 12t h.

We have had rul es t hat have gone beyond 60
days and so | don't want you to think that onthe 60th
day that we are anticipatingto get the approval. But at
| east that isthetine periodthat OMBis worKking toward.
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| have not personally heard fromQOWB si nce
t he week that we sent it down, and that is the week after
we sent it down to them

CHAI RMAN CERQUEI RA:  So, Cat hy, that woul d
put it around May 12th thenis the period that we expect
t hat they would nake a final decision; is that correct

MS. HANEY: | think that is the earliest.
| nean, realistically, | thinkit is goingto probably be
beyond that 60 days.

CHAI RMAN CERQUEI RA: So they try todo it
wi thin 60 days, but istherealimt asto howlongit
coul d be?

MS. HANEY: No. | think just fromwhat I
have been abl e to gat her that i s one of their internal
goal s.

CHAI RMAN CERQUEI RA:  And with the three
coments were there any specific issues raisedinthose
comments, or are we not aware of what was provi ded?

MS. WLLIAVSON:  No, there were -- and again
thisiswiat | -- 1 havelimted know edge at this point
about what they have. But the Anerican Associ ati on of
PhysicistsinMdicinesent inaletter, andit hadto do
with the comments on the training and experience
requi renents and certification, which is one of the
things that is discussed |ater at this neeting.
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Then t he Soci ety of Nucl ear Medi ci ne, and
t he Anmeri can Col | ege of Nucl ear Physicians sent in a
letter relativetothe actual burden of inplenentingthe
rule.

And then | just | earned this norningthat
this was ASTRO and ABR -- ACR -- sent in a letter

provi di ng conments on the rul e, and al so supportingthe

AAPM | etter. So that is all that I know at this point|.

MR. WAGNER: Thank you.

M5. HANEY: | didlist the websites for the
rul e and t he OVB package up on t he website i n case any of
you have not seen the | atest version of the rule, and

that's whereit is. And|l amgoingtotake atwo m nute

break.

(Brief Pause.)

M5. HANEY: Al right. The other thingthat
| just wanted to followup with is a petition. | am

aware that informationonthis petitionwas providedto
the ACMUI. It was -- we received a petition fromthe
Soci ety of Nucl ear Medicine, ACMP, on January 3rd.

And in-part it asked us to revoke all of
Part 35, except for specifically identifiedrequirenents.
Most of those had to dow th training and experience, and

al so arequirenment for an exam Andinthe information
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that you were provided it goes into a nore detail ed
anal ysis of what they asked for. We did |ook --
DR. NAG Coul d you expl ai n what i s neant by
t hat ?
MS. HANEY: Well, they asked specifically
that there were requirenents in Part 35 that were not
needed for safety giventhe risk associated with the use

of material in-- it was primarily focused on di agnostic

nucl ear nedicine. | guess that is really fair to say.

So t he comment was specifictothat, and as
| said, | think you have copies of all of that
information. | do want you to knowthat on April 13th
t hat t he Conm ssi on deni ed the petition for the foll ow ng
reasons, and | amnot goingto-- 1 will just summarize
t hem real quickly.

We di d go t hrough t hi s rul e maki ng process
wi t h an enhanced st akehol der and public participation.
The comments that SNM and ACNP provided in their
petition, they had many opportunities to provi de thoseto
us before, and they have.

And al so the petition didnot provide any
newsignificant information. |'msorry, |'ve hadthis
cold for aweek, and so | amactual |y better t han what |

was.
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So based on that, we did deny it. The
petitioner was notified of the denial on Monday, and |
suspect that it will be publishedinthe Federal Register
either tonmorrowor Friday. | checkedthis norningandit
was not in this norning' s publication.

CHAI RMAN CERQUEI RA: Now, Cathy, the
petitionthat was sent by t he SNMand ACNP to t he OVB, |
guess t hat woul d address the sane i ssue. Now, is there
any way t hat t he Comm ssi oner' s rul e maki ng coul d be sent
to the OMB reflecting the Conm ssion's opinion?

MS. HANEY: Well, | guess a couple of
things. One, it was not a petitionthat the SNMand ACNP
sent toOMB. It was just aletter of cooment. But, yes,
we will provide OVMB with a copy of our denial and the
reasons for it.

And t he next thing, and | amonly goingto
talk two nore m nutes, and then you all can give ne
information, isthat if you go back to a year or so ago
when we got the final okay fromthe Comm ssion to go
ahead with finalizing Part 35, they did ask that we add
a newrecord keeping requi renent, 2 Part 35, and thi s was
going to be done as a separate rul e nmaking.

The words that you see on the view graph
really conmes -- well, cones straight fromthe staff
requi rement s nmenorandumt hat we recei ved. And t he key
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hereistorealizethat this reportingrequirenent woul d
cover rel eases that were in accordance with Part 35, as
wel | as those that were not in accordance with Part

So it is a very broad record-keeping
reporting requirement. Wediddiscussthisalittlebit
at thelast neeting, andwe wll get into--1 wll just
refresh your nmenory with the recommendations in afew
m nut es.

But | want you to realize that this wll
cover -- that this rul e maki ng woul d enconpass cases
where the | i censee believes that the rel ease nay have
been incorrect, or that the |licensee | earns through
voluntary neans the patient didn't follow their
di rections.

I n ot her words, when t he patient comes back
for afollowupvisit, he says, oh, you know, | told you
that | was goingto ny nountainretreat. | didn't. |
got on a plane and flew to Hawaii .

And then thi s woul d cause the licenseeto
t ake sone type of acti on based onthat. However, inline
with all of that, we are not changi ng our positionthat
we expect the licenseeto followup and enforce patient's
conpliance with the |icensee's instructions.

And that is a very key thing, and we are
goi ng towork these two statenents i ntothe statenents of
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considerationfor therule. At thelast neeting, when we
diddiscussthis, andit was gi ven naybe -- oh, | think
we have 5 or 10 m nutes to discuss it, we had tal ked
about how ACMUI had made a reconmendati on.

And this recommendati on focused that we
shoul d be -- that the requirenent that would gointothe
rul e woul d only be based on t he situati on where t here was
anerror made inthe rel ease of the patient, or an error
made i n the delivery of theinstructions tothe patients.

So the Conmttee as a whole is trying to
focus this reporting requirenment, as conpared to | eavi ng
it very broad as the comm ssion had directed the staff to
do.

So we have been trying to work with the
staff requirenents nmenorandum and also with the
di rection that the ACMJ gave us, but we are at a poi nt
nowwhere we need alittle bit noreinformation fromthe
commttee, and that's why | asked for afewm nutes to
meet with you today.

What | pose on the next two vi ewgraphs are
five questionsthat | would|likethecomitteetotryto
gi ve ne sonme answers on, as far as this was the order |
had envi si oned them bei ng di scussed in.

But if for the conmttee's purposes it
chooses to kind of bounce around a little bit nore,
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that's fine, too. And |l guess | will just turnit back
to you, Dr. Cerqueira, and you can -- nmaybe | can get all
t he questions on the sane.

CHAI RVAN CERQUEI RA:  Ckay. Well, why don't
we go down inorder. | guess the first questionis what
aretheinplications requiringreportingof all events
wher e an i ndi vi dual receives a dose greater than 50 nSv
5 remfroma rel eased patient. Any comments for Cathy on
t hat ?

M5. HANEY: This would bereallyif we wote
therulethe way the comm ssiondirectedusto, andto
just report everything, howare you going to have to
change your process? What is theinpact on your day to
day operations?

CHAI RVAN CERQUEI RA:  Dr. WAgner.

MR. WAGNER: Well, | think there are two
things right off the bat that | can think of that have to
be considered. The first is the fact that if soneone
does receive nore than 5rens, then | fully synpathi ze
withthe ideathat we ought to knowthe i nfornmation, and
we ought to knowwhat generated that, and t he causes t hat
surrounded that .

The pur pose of gai ni ng and obt ai ni ng t hat
informationis to find out howpreval ent that may be, and
whet her or not thereis anissue that shoul d be addressed
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withregardtothe safety of the public, and | think that
is a very inportant issue.

But the second thingis that inreporting
such things in this case, and in the way that it is
currently suggested by t he Conm ssi on, the hospital or
thefacility that rel eased a patient is at nofault for
anyt hing that has occurred.

And yet the publicity and the repercussi ons
of such an event onthe facility coul d be very negati ve.
And that is a negative downsize to this whol e issue.

So then the issue, | think, would be this.
Woul d t here be anonynmity grantedtothe facility with
regardto this, and t heref ore not generate any public
notice towards the facility because the facility has not
done anything wong, or commtted any error.

And | think that is a concern that we all
sharewithregardto that kind of publicity. Sol think
t hat these are the two sides that we have to | ook at, and
that would be ny issue.

CHAI RVAN CERQUEI RA:  Ckay. Dr. WIIianson.

MR. WLLI AMSON: Well, | echo everything
t hat Lou nenti oned, but there is another concern, too,
that occurstone. Andthat isthefact, | think, that
this rul e woul d pl ace the provi der of carein aposition
to have to act upon what i s essentially hearsay evi dence
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that the institution woul d becone responsible for, andin
a sense, for investigatingthisincident and acquiring
informationto builda case of yes or no, this happened.

And the institution obviously does not have
the right to conduct such aninvestigation, and does not
access to appropriate information, and | think the risks
as Lou nmentioned are fairly great.

At the very | east what woul d happen, even i f
anonymty is granted to theinstitution, is that the
patient would be subjected to a fairly intrusive
i nvestigation.

And | think that this would put institutions
intoareal dilemm of do we report to NRC based upon
this sort of hearsay, very circunstantial kind of
evi dence that this may have happened, and subject a
patient to this kindof intrusiveinvestigation, thereby
interfering with the patient-physician rel ationship.

Or does the institution take uponitself
the obligationtoinvestigate this norethoroughlyto
det er mi ne whet her that i s necessary, and we do not have
t he mandate as providers of care to do this kind of
i nvestigationfor events that are beyond our control. So
that is my main concern.

CHAI RMAN CERQUEI RA:  So, Cathy, | guessif
it isintrusive, andthereis aquestion of anonymty for

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

38
theinstitution, didthe comm ssioners deal withthese
specific issues, and what was their response?

MS. HANEY: | don't knowt hat those i ssues
have been rai sed to t he Commi ssi on, and t hat's when t hey
wer e devel opi ng the SRM and | think that's one of the
reasons that | wanted to ask the question here.

CHAI RMAN CERQUEI RA: Well, | think the
Comm ttee has been pretty strai ghtforward on this one,
you know, with nultiple discussionsinpresentationsto
t he Comm ssi oners.

MS. HANEY: Well, |l et me answer, too, that
if we were -- that besides those two things, if we put
thisintoeffect, doyouthinkthat thelicensees would
be l essreluctant or lesswillingtorel ease patients
under 35-75 when they could under normal practice?

CHAI RMAN CERQUEI RA: Dr. Nag.

DR. NAG Yes, | think-- well, I echo both
Dr. Wagner and Dr. Wl lianmson, andin addition, alot of
t hese cal cul ati ons woul d be very ti ne consum ng and woul d
only be an esti mte.

And t hose estimates woul d be far greater
t han what t he actual nunber woul d be. For exanpl e, you
can esti mat e whet her they are going to be 10 feet or a
hundred feet, or 10 feet, or one foot away. And the
exposure there is a hundred tines different.
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So t he actual nunber on any esti nate woul d
be very huge, and t her ef or e what ever nunber you get may
not be a reliable nunber at all.

And based on al | the uncertainties and based
on t he manpower that we woul d have to use, | woul d becone
much nore conparative, and | would say that if the
patient | eaves the hospital.

CHAI RMAN CERQUEI RA:  Okay. Ruth, and t hen
Naom .

MS. MCBURNEY: | assune that all of these
woul d be coming in as conplaints, or I don't knowhow you
woul d get that i nformati on that a person had recei ved
nore than 5 rem

But certainly | knowthat the -- and as was
mentioned, it is going to be intrusive to have to
i nvestigate each of these if they are comng in as
conpl ai nts.

And it is goingto beresource intensive for
the conpliance folksin NRCandthe States if they have
toinvestigate each of those, evenif there was not an
error on the part of the licensee, or if it was the
patient not follow ng directions and that sort of thing,
and t hen t he dose reconstructi on, because of -- well, it
woul d be estimates at best.

CHAI RVAN CERQUEI RA:  Okay. Naom .
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DR. ALAZRAKI: It istotally unreasonable in
truth, and undoable. It is not doable, and that's why
peopl e woul d do what Dr. Nag suggests; is just not
rel ease patients, whichis contrary totheintent of that
pr ovi si on.

The only way t hat a provi der coul d know what
the dose to sonme other nmenmber of the public froma
pati ent rel ease woul d be t o docunent, m nut e- by-m nut e,
who was i n the environnment of the patient 24 hours, 7
days, or whatever.

Sothe only thing that i s reasonabl e is what
| thi nk has been specified, arethe directions that the
provi der nmust give to the patient in terms of the
precauti onary neasures that are reasonabl e.

But docunenting that in his or her hone t hat
the patient actually followed those directions is
virtually inpossible. Sol don't knowhowanyone woul d
ever knowt hat soneone recei ved an excessi ve exposure,
and thereis no enforcingthat i nany reasonabl e manner.

CHAI RMAN CERQUEI RA:  Ri chard.

DR VETTER Two questions. | would like an
answer tothe first one before |l ask the secondif you
pl ease. Is there any reason to believe that these kinds

of events are occurring?
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MS. HANEY: We have had sonme enf or cenment
cases where | i censees di d not consi der 35-75 when t hey
wer e rel easing patients. One was actual |y a bli nd st udy,
and inthat case |l believe the menber of the public got
an estimted 400 mIlirens, and so t hey were not at the
Sremlimt.

So therereally isn't the reason for the
highlimt, but there are sone reasons, |ike one or two.
So, not a lot. And which may indicate that sonme
| i censees are not even considering 35-75.

CHAI RMAN CERQUEI RA:  So, Cat hy, your | ast
guesti on of what are the nunber of reports expected per
year fromyour estimtes, it has been what, one i n how
many years?

MB. HANEY: Probably the history of where we

have records t hat we can go back and | ook at it, andthe

question thereis -- well, | would use the nunber --
wel I, we woul d have to do a reg anal ysi s associated with
this role.

And we need to use a nunmber in that reg
anal ysi s, and that question is there because if you
col l ectively fromhavi ng t al ked and knowi ng what goes on
inthewrld, knowof maybe sone i nstances wherethisis

happeni ng, and people arenot tellingus, or it is not
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reaching the 500 rem-- mlliremlimt, or whatever, is

there a nunber other than one that | should be using.

CHAI RVAN CERQUEI RA:  So what event which
didn't really neet the 5 remlimt in the recorded
history, and soit seens |ike the nunbers arefairly | ow,
and it is quite an intrusive rule to put into it.
Ri chard, your second questi on.

DR VETTER M follow up question or renmark
isl thinkor | wonder if we aren't directing our effort
tothe wong place. That is, if we don't believe-- and
we have no evi dence t o suggest that nmenbers of the public
are receiving these ki nds of doses, thenthat is not the
i ssue.

The i ssue based on your enforcenent history
is hospitalsthat are not foll ow ng the rul e, and so what
we shoul d be focusing onis self-reporting of errors
di scovered in the rel ease of patients.

If a hospital didn't follow the rule
correctly, then that shoul d be reported, rather than
tryingtocome upwith ageneral rule that all events
earned that anyway. But if a patient didn't foll owour
instructions, it is beyond our control as well.

So | wonder if the effort should not be
directed toward conpliancewth the rule, rather than
trying to |l ook at what is happening to the public.
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MS. HANEY: Okay. | nean, that's a good
coment .

CHAI RVAN CERQUEI RA:  Davi d, di d you have any
comments? Wewll trytoget conmments fromthe peopl e
who have not conment ed and t hen we wi || cone back for any
ot her comments.

DR. DI AMOND: Yes, | coul d not agree nore.
The only way to get an obj ecti ve measure of these doses
istogoandtag every nenber of the person's famly,
t heir househol d pets, the people that they ride the
subway with, and so forth.

And therefore fromfirst principles, itis
an unwor kabl e and unenf orceabl e scenari o that we are
dealingwith. | agreewith R chard, inthat the focus of
cour se shoul d be pl aced upon appropri ately mai ntaini ng
and ensuring that the appropriate release criteriaof the
patient is met, and of course that the health care
provi ders have t horoughly reviewed with t he pati ents the
appropriate radi ati on safety consi derations for the
di fferent procedures.

CHAI RVAN CERQUEI RA:  Sal |y, di d you have any
comrent s?

DR. SCHWARTZ: Actually, just that | think
that theregulationhastofocusontheinstitution, in
ternms of guidelines for the use of the patients, and
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possi bly making sure that the patients sign that
acceptabl e criterion have been deliveredtothem and
sign the form

| mean, essentially that thelicensee has
docunent ed t hat t hi ngs have been done properly. Beyond
that, youreally can do not hi ng, because thereis noway
to track the population in an accurate manner.

CHAI RMAN CERQUEI RA: And, Nekita, as a
patient advocate?

M5. HOBSON: | really can't see howthe nore
prescriptive rule wouldhelpthe patient, andinfact it
m ght harmthe patient inthe sensethat it could, as Dr.
Nag suggests, patients woul d just be heldin the hospital
|l onger, andit isgoingtoincreasethe costs of their
care.

And it is goingto keep themaway fromtheir
famly, and their nore confortabl e environnent of hone,
and so unl ess | can see sone benefit tothe patient, |
woul d agree that the focus shoul d be onthe institutional
conpliance with rel ease standards, whatever those are.

CHAI RMAN CERQUEI RA:  And so the comment s
that we have gotten are that it is inpossible to
i npl ement, unwor kabl e, unenforceable, andit isintrusive

tothe patient. It will probably provide inappropriate
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publicity to the institution, and anonymty for the
institution has been requested.

It is goingto be aninaccurate estimate of
t he dose, andit is goingto beinpossibletocalculate
it, andit is goingto be very resourceintensive, and
t he recomendati ons are nore to basically | ook at the
institutional conpliance with the instructions.

So that is the general coments. Cathy, do
you want to conment before we go around for a second
time?

MS. HANEY: Well, | would just ask the
gquesti on of whet her -- and just as a foll ow up to what
Nekita said, isthat fromthe standpoi nt of the general
popul ati on though, as far as maybe t he pati ent m ght not
have nore confidence, or woul d t he pati ent have nore
confidenceinknowngthat if thelicensee nade an error
t hat they woul d have to make a report to NRCor to the
State, tothe regul atory body, and does that add a | evel
of confort there for that patient, as well for the
patient's famly.

M5. HOBSON: | think nost patients are
totally unaware of the regul atory schenme t hat hey are
being treated under. | don't think it woul d make any

difference. Honestly, | don't think patients have a cl ue
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as to the regulations that are there to protect the
patient.

MS. HANEY: Ckay.

CHAI RMAN CERQUEI RA:  Okay. Lou.

MR. WAGNER: | have just one coment. |
t hi nk the anonym ty woul d al so go towards t he pati ent,
and not just the institution. There is a patient
confidentiality factor, too.

Inaddition, | think that | would liketo
just coment that the Nucl ear Regul atory Comm ssionisin
arut. | think you have to get out of the box. You are
| ooki ng at nunbers, and you ar e aski ng peopl e to generate
nunbers.

Andif it is 4.999, you are okay. But if it
is 5.001, you're not. And we have thi s nunmber that we
generate, and obviously we said you can't generate a
nunber. It is inpossible to generate a nunber.

What t he NRC shoul d be focusingonisreally
saf ety i ssues. Now, one suggestion for though, although
| don't thinkit is workable either, isif afacility
becones aware that a patient blatantly violated an
instruction, thisisreally apublic safety issuethat
the NRC would like to know about.

And i nthat sense it woul d be reasonabl e for
themto knowthat. The problemis gettinginfornmation,
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regardl ess of what the doses are. Let's say the patient
breast-fed and was told not to. | mean, that is
obvi ously a violationof instructions, or sonmet hi ng of
t hat nature.

And t hat coul d have | ed to an unwant ed or
unt owar d exposure, and that i nformati on woul d be useful .
But the problemis reporting that. That's the whole
problem 1is that you can't keep anonymty for the
patient, and you can't keep anonymity for the facility,
even though the facility did nothing wong.

So it is a huge problem and all these
t hi ngs have to be protectedwithregardto this reporting
process, and t he Comm ssi on and t he NRC1 t hi nk shoul d
try to fornmul ate these rules with those aspects and
issues in mnd.

CHAI RMAN CERQUEI RA:  Jeffrey.

MR. WLLIAVSON: | thinkif the Comm ssion
isreally concerned about this, the only thingthey could
do-- and | don't think thisis workable either, isto
create a law that basically requires the patient to
follow the rules.

And that if they don't, they have to report
it tothe NRC. | nean, that's what you are aski ng. That
clearly woul d al so provi de or be a maj or problem too.
It woul d probably frighten patients, and elim nate for
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sonme of themthe possibility of getting needed health
care.

DR. DI AMOND: Lou, shoul d we go and arr est
the lady that we find out is breast feeding? |I'm
serious. Thisis exactly as one follows thelogic, one
continues to see howunworkableit is. Wat do we do?
Do we arrest her or do we physically restrain her?

Don't witearuleif thereis nonethod of

enforcing it, or turning it into a | ogical conclusion.

MR. WAGNER: | don't think thisis arule
t hough. Thisis amtter of reportingfor information
pur poses for the NRCto determ ne whet her or not any
changes i n regul ati ons or rul es m ght be necessary as a
result of incidences that expose the public.

But | don't think any precedent has been
set, and |l don't think thereis any data out there that
says there is really a concern that this reporting
criteria really has to be inplenented at all.

MR. WLLIAMSON: | concur with that.

CHAI RVAN CERQUEI RA:  John, and t hen Dr. Nag.

MR. GRAHAM | woul d propose t hat t he ACMII
reaf firmits recommendati on of Novenber 8th and 9t h of
2000. We discussed this at length, andit was at ri sk
informed reporting that a limt of 5 remshould be
limtedtoareporting of errors made i nthe rel ease of
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the patient, areporting of errors nade inthe delivery
of instructions.

Those are the t hi ngs under t he control of
the provider. That is a feedback, Lou, and you can
i nprove t he systemand t he process i f you get feedback on
those errors. Oher than that, | don't think it is
producti ve.

CHAI RMAN CERQUEI RA: Dr. Nag.

DR. NAG | think a very practical issue
woul d be t o make sure that in additionto explainingthe
precauti ons t hat shoul d be t aken, we have awitten --
you know, we note that sone pl aces do have a witten
docunent that is sent tothe patient, but others may not.

And we have it that each patient reads a
written docunent being giventothe patient, with a copy
of that witten docunent in the chart so that it is
clearly docunented.

CHAI RMAN CERQUEI RA:  Cat hy.

MS. HANEY: | would say, one -- and in
John' s conment about discussingit at thelast neeting,
we can go ahead with that recomendati on. But what |
need youto dois to give nme sone exanpl es of an error,
real life exanples of an error. Maybe just 2 or 3.

DR. VETTER: An error in what?

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

50

M5. HANEY: Well, if we go back to the
ACMUI ' s recommendati on of the report -- let nmepull it
back up here for you. That was the ACMJ recomendati on.
Let ne have an exanpl e of an error inthe rel ease of the
patient, and what I aml ooking for is areal exanpl e that
| can put into a docunent.

CHAI RMAN CERQUEI RA:  Okay. John, and t hen
Neki t a.

MR. GRAHAM Il will give you a sinple
exanpl e of the error inthe delivery of the instructions,
and t hat woul d be the | ack of cl ear docunentati on that no
one gave instructions to the patient.

CHAI RVAN CERQUEI RA:  That is a pretty clear
exanpl e. Ruth.

MS. MCBURNEY: |f thereis anerror inthe
cal cul ati on of the dose, the esti mted dose, and not
foll owi ng the guidance on how to do that.

MS. HANEY: That woul d be found |Ii ke when
you went back and di d an audit of your own records, and
sonet hing that you found at that point?

MS. MCBURNEY: Ri ght .

CHAI RMAN CERQUEI RA: So those are | think
two cl ear exanpl es of issues, and are there any ot her

exanpl es? Lou.
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MR. WAGNER: Ruth, | agree entirely with
your coment, except for one aspect. Just because you
don't follow guidance is not a criteria.

MS. MCBURNEY: Right.

MR WAGNER | nean, gui danceis not arule.
So you m scal cul at e sonehow, but get t he gui dance i ssue
out of it.

MS. MCBURNEY: It is totally that your
estimate is off.

MR. WAGNER: That your estimateistotally
of f, right.

CHAl RVAN CERQUEI RA: Ot her exanpl es or ot her
comments for Cathy?

(No audi bl e response.)

MS. HANEY: Ckay. And | think thelast two
questions | think we have really covered, or | have
enough information from what you have tal ked about
already to fill in the answers to the other two.

CHAI RVAN CERQUEI RA: | guess | understand
t he Comm ssi on' s concerns about the public, but I think
certainly at our | ast di scussionin Novenber, andin all
of the di scussions here, wedon't really feel that it is
going toreassure patientsthat it really deals with an

i ssue.
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And again fromyour own estinmate of the
nunbers, it has not been a problem So by creating a
specific policy, | think you are going to probably
frightenthe public noreintothinkingthat thisis an
ongoi ng problem when in reality it has not been a
problem Jeff.

MR. WLLI AVSON: Thi s whol e i ssue, | guess,
is pronpted by -- or this rule making initiative is
prompted by an SRM from t he Comm ssi on.

MS. HANEY: Right.

MR. W LLI AMSON: Maybe this would be
appropriate for us to speak to the Comm ssiondirectly
about this during our briefing, whichl guess we didn't
have this year.

CHAI RMAN CERQUEI RA: That's correct.

MR. W LLI AMSON: And whi ch we have around
this time though don't we?

CHAI RMVAN CERQUEI RA: That's correct.

MS. HANEY: We have had themin the spring
and thefall. It kindof varies onwhenthereis aneed
to address the Commission with a topic.

MR. WLLIAMSON: But is there sonme way t he
staff coul d respond to t he Conm ssion wi th these concerns
about their requirenent and to ask themto consider
nodi fying it?
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MS. HANEY: The m nutes or the sunmari es of
t hese neetings and the transcripts are availabletothe
Comm ssi oners, and when we wer e doi ng t he fornmal neeti ngs
before they were being read by the Conm ssioner's
assi stants.

So the Conmi ssion is nade aware of the
ACMUI's views of this, and since you still have the
formal recommendati on on t he book, they obviously are
aware of that. So | guess it is kind of open, Jeff.

The wor ds do get to t he Conm ssion. Wen we
forward t he proposed rul e that we are workingontothe
Comm ssi on, thereis always a sectioninthe Comm ssion
paper, as well as in the Federal Register, that tal ks
about discussingit withthe ACMJ and what the ACMJI ' s
Vi ews wer e.

So that is a second nechani smfor gettingit
up there.

MR. WLLI AMSON: Let nme put the question
anot her way. O her than responding tothe Conm ssion
with the requested rule, can you respond to the
Comm ssionw th aconcernthat their requirenent isn't
reasonabl e, and would they consider nmodifying it?

MS. HANEY: We can --

MR. WLLIAMSON: 1|s there a mechani smfor
doi ng that?
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MS. HANEY: O her than t he nechani smof them
getting a copy of the mi nutes, | don't knowof one, but
that is not to say that we can't try sonething.

CHAI RMAN CERQUEI RA: | have | earned from
John t hat soneti nes maki ng noti ons and taki ng a f or mal
vote sort of highlightsthingsalittlebit nore whenit
cones out inthe mnutes. So, John, do you have a good
notion to make?

MR. GRAHAM | would just nove that the
ACMJl reaffirmits recommendati ons fromNovenber of 2000
that arisk-informed reportinglimt of fiverens should
belimtedtoreportingof errors made in the rel ease of
t he patient, and/or reporting of errors nmade i n delivery
of instructions to the patient.

DR. NAG | woul d not support that because
t hat has gone beforeand | think | would Ilike to anend
t hat by gi ving the reasons, and t he reason woul d be as
you sunmari zed, Manuel, that all the reasons t hat you
summari zed, that you add all of those reasons into that,
and then it will be nore forceful, and it will also
explain why the ACMJ made those recommendati ons.

Ot herwi se, it isjust apiece of paper that
says the sanme thing that was there in the |ast neeting.

CHAI RVAN CERQUEI RA: So | think the comment s

that | had was that it was intrusivetothe patient and
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totheinstitution, and inappropriate publicitytothe
institution and the patient, and anonymty was
reconmended.

It is inaccurate -- it is inpossible or
i naccurate at best to estimate a dose. It is very
resourceintensiveandit isinpossibletoinplenent,
unwor kabl e, unenforceable --

MR. WAGNER: And no precedent.

CHAI RMAN CERQUEI RA: And no precedent.

MS5. HOBSON: And it does not add to the
saf ety.

DR. NAG And that it does not add anyt hi ng
to the safety.

CHAI RMAN CERQUEI RA:  So do we want to add
that to the notion? John.

MR. GRAHAM W are getting wordy, | think,
and it all just because a "where as" there. Soif all of
that isinthe front end of a where as, therefore, the
ACMUl recommends, and then everythingthat | statedin
t he noti on.

CHAI RVAN CERQUEI RA: Do | have a second to
t he anended notion?

DR. NAG | second.

CHAl RVAN CERQUEI RA:  Any further di scussi on?
(No audi bl e response.)
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CHAI RMAN CERQUEI RA: I f not, we shoul d t ake
a vote. All in favor?

(A chorus of ayes.)

CHAI RMAN CERQUEI RA:  Any opposed?

MS. HANEY: Dr. Cerqueira, | think for the
record that youneedto say all infavor, or the nunber,
or no opposed.

CHAI RMAN CERQUEI RA:  AlIl in favor? And
let's see a show of hands. So we have 10 that are in
favor. Any opposed?

(No audi bl e response.)

CHAI RMAN CERQUEI RA:  No opposition, and
anybody who is a voting nenmber who abstains? None.
Okay. How could we make it any clearer.

MS. HANEY: Thank you.

CHAI RMAN CERQUEI RA:  John i nf or med ne t hat
hi s sectionw ||l not take that | ong, and so any questi ons
for Cat hy on any of the additional points, interns of
this Part 35 revision process?

So give ne an idea of thetinelines again,
Cathy. | sort of like time |ines.

MB. HANEY: Do you want optim stic, or what ?

CHAlI RVAN CERQUEI RA: The OMB W | | basical ly

-- let's say that under the best case scenari o that on
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May 12t h, they gi ve us an answer and it says no probl ens.
Let's go ahead and do it.

MS. HANEY: All right. Then | woul d say by
about -- let's see. Wthintwo weeks, by t he end of My,
we will have the rule to the Federal Register.

CHAI RVAN CERQUEI RA:  So, May 31st, Federal
Regi ster.

MS. HANEY: By May 31st, and our experience
with the proposed rule is because of the size of the
docunment, it wll take probably a week to get it
publ i shed, where nost things are usual |y published w thin
3 days.

So you have got anot her week there. Then
there will be asix nonthinplenentation period, neaning
that -- well, et merephraseit differently. Therule
wi Il not be effective for six nonths. For those of you
t hat were famliar with Part 20, you are able to start
conplying with the New Part 20 earlier.

You can't do that with Part 35, and there
are various reasons why it i s not structuredto dothat.
But i f you have questions, | cangointoit. But you
cannot i npl enent the newrul e for six nonths. So nowwe
are | ooking at probably January of 2001.

CHAI RMAN CERQUEI RA:  2002.
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MS. HANEY: So January of 2002 as the
effective date of the rule.

CHAI RMVAN CERQUEI RA: So the best case
scenari o, January 1st, 2002. Now, what if the OVB
deci des that on May 12t h t hat not only do t hey need nore
time, but they feel that thereis issues. What sort of
potential issues could there be?

MS. HANEY: Well, they did get sone very
good comrent s fromt he di fferent professional societies,
and t he questi ons coul d be com ng back t o NRC and aski ng
for ustojustify our position. You know, why did you
calculate this, or why didyou figureit would only take
2 or 3 hours, when soneone el se says it i s goingtotake
| onger.

So t here m ght be sonme gi ve and t ake t here
on questions asking us tojustify what we put intothe
package, and usually there i s explainingto do, because
realize that the people that are at OvBare not fam i ar
with the reg, and what nedi cal uses of i sotopes are, and
they are looking at it fromstrictly the record keepi ng
and reporting requirenents.

And i n other rules that I have seen goi ng
back and expl ai ni ng what does this neanreally, and so it

is alnobst like a little bit of education there.
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CHAlI RMAN CERQUEI RA: But you don't
anticipate -- | nean, you have not been |l ed to believe by
any of the feedback that you have gotten that there are
going to be issues; is that correct?

MS. HANEY: No, | think there will be
i ssues. | nean, thisis nme personally speaking. | think
that therewi |l be some conversations that take pl ace
goi ng back and forth, where we are hopi ng to expl ainthe
rul e tothem and where the record-keepi ng requirenents
are.

And, for exanpl e, inthe OVMB package, we had
tojustify why the record was needed. Soit isinwords,
but sonmetinmes that is best, and you have to tal k about
what do those words nean.

CHAI RMVAN CERQUEI RA:  Now, does t he ACMUI
have any roleinthis process? | nean, we are basically
t he peopl e that are using these nedi cal use of i sotopes,
and do we have any input into thenf

We have obvi ousl y expressed our concerns and
support of therevisions. |sthere anythingthat we can
do to facilitate inplenmentation?

M5. HANEY: | think fromthe standpoi nt that
i f they ask me a question, or us a questionthat we are

not abl e to answer fromthe st andpoi nt of i npact, or what
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does this mean, and | call you on t he phone and say hel p,
t hat you guys would return ny call.

And that would be -- and which you have
al ways done. So let ne not think that or | eave the
message that you have not been -- you know, been
unr esponsi ve.

And, for exanple, there was a case that cane
up when | was revi ew ng t he package beforeit went to OB
inthe therapy area, and | cal |l ed down Dr. Di anond, and
t here were sone nunbers i nthe package, and | sai d does
t his sound reasonabl e.

So | think that i s the biggest hel pthat you
coul d be, and whether it isnmesittinginthe position
maki ng the call to you or a menber of John's staff, or
what ever, nmaking the call. Those are the sorts of things
that the ACMUI can help us on.

CHAI RMVAN CERQUEI RA: So the best case,

January 1st, 2002, and if you could predict worst casqg~

MS. HANEY: Oh, gosh, can | do the old no
comment? | would liketothinkthat withina nonth or
two of that, because when we do get t he questions from
OMB, we are going to respond to them very quickly.

It is not sonethingthat isgoingtogointo

a black hole and we are going to drag our feet on

respondi ng, because we are very anxious to get therule
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publ i shed al so. So | think worst case i s two nont hs, and
so March of 2002.

CHAI RVAN CERQUEI RA: Okay. All right.
Jeffrey, a comment?

MR WLLI AMSON Suppose j ust hypot hetically
t he concerns that OVB rai ses are very serious and a
changetothe rul e text m ght be contenplated. If that
happens, what woul d that do to the tinme course of the
i npl ement ati on of the regul ations?

M5. HANEY: Well, | guess there are a coupl e
of things, Jeff. Is there would be significant concerns,
obvi ously we woul d or coul d go back and | ook at the rul e,
and go back to t he Commi ssi on and say t hi s cane up duri ng
the OMB process and how should we handle it at this
poi nt, and should we stop the rule.

So | guess we coul d cone to atotal stopping
on it. Mre than likely, naybe we would go into a
situation where we would let this rule go by, but
i mredi ately start workingonarevisiontotheruleto
address the issue.

I nmean, we al ready have one wor ki ng, but to
start asecondrevisiontotherule. Soideally you want
to put out the perfect rule, but it doesn't work all the
time, and that's why we have t he process for revisingthe
rul es.
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The third optionis that NRCcan overri de
OWB's approval. We did do that -- or |ack thereof
actually. We did do that with the quality managenent
rul e before. So we woul d have the option of saying,
okay, we just feel that thisis necessary, and therefore
we need to go forward.

MR. WLLI AMSON: But woul d maki ng a change
totheruletext at this point be going back to square
one and starting the whol e process all over? If youdid
change the text, hownuch extratine wouldit add m ni num
to the inplenmentation date? That's nmy question.

M5. HANEY: That is probably sonet hi ng t hat
| woul d need OGC counsel on, because we have got an
affirmed rule at this point, which neans that the
Conmi ssi on has approved it.

If we were to make anything nore thanrea
m nor, or what we woul d call an adm ni strati ve change to
theruletext at this point, you woul d have to go back
and go through the public coment period, and the
finalization again, because then we are still under the
Adm ni strative Procedures Act.

And | think, Marjorie, if youwouldcareto
add anything to that, because now you have ki nd of

st epped beyond ny experti se.
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MS. ROTHSCHI LD: Marjorie Rothschild from
the OFfice of General Counsel. All | would say is that
obvi ously it woul d be a case by case situation, and the
particul ar change woul d have to be | ooked at, and t he
nature of it assessed to determ ne what t he appropriate
procedure would be for dealing with that.

MS. HANEY: Thank you very nmuch, Cathy.
Now, what i s your retirenent date? | just want to nmake
certain that this gets done before that?

MS. HANEY: Well, actually, as it stands
ri ght now, I amin ny current position for anot her week-
and-a-half, and then | nove to another divisioninthe
Office of Nucl ear Materiel Safety and Saf eguards, and
start a new job.

| didalert nmy newsupervisor tothe fact
that | still needed to be avail abl e to support Part 35
t hrough OVB. So, in essence, actually | amcloser to
John's office with my new job than I amright now.

So |l amstill going to stay avail able for

hel p i n | ooki ng at sone of the docunents that go out, and

| will stay with the process through the OVB approval.

CHAI RMAN CERQUEI RA: Thank you very much,
Cat hy. John, 10 CFR Part 35 Transition and

| mpl enent ati on | ssues.
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MR. HI CKEY: Thank you. | don't have a
vi sual presentation for this segnent, and | will be
brief. Sonme of thetransitionissues are alsoitens that
are later on the agenda, and so | won't address those.

But as Cat hy has al ready di scussed, thisis
atime line here and in that context, we need to be
t hi nki ng about what we are doi ng now, and what we are
doi ng over, let's say, the next 11 or 12 nonths until the
effective date of the rule.

And t hen what we will be doing after the
effective date; andinthelast neeting, Menbers of the
Commttee, we discussed with you inplenentation in
general , and al so outreach, and just to rem nd you t hat
alot of our efforts noware focusing on outreach, both
internallytoinformthe NRCstaff of what isinthe new
rule, and howlifew || be different under the newrul e.

And al so i nform ng t he medi cal community and
t he nenbers of the public at |arge what i s goingtobein
the newrul e, and answer their questions. One of the
things that we -- well, togoinorder. W aregoingto
have our own trai ni ng and wor kshops for our own staff,
and for the agreenent, because the agreenent states
regul ate the majority of medical facilities as you know.

And we are going to accept as nany
invitations as we can to attend society and | i censee
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nmeeti ngs, and that process has al ready started, where we
expl ain what isinthe newrule, and howwe see |life as
di fferent under the new rule.

There is one other area that is a
significant changeandit is not anitemon the agenda,
and that is the New Part 35 will for the first tine
formally recogni ze what we cal | our seal ed source and
device registry, whichis where the seal ed sources, such
as brachyt herapy sources, or devices such as ganma
stereotactic devices, are revi ewed, and undergo a desi gn
and safety revi ew, and they are, quote, registeredin
this registry.

So Part 35 will for the first time give
recognitiontothat registry. Sowe needtol ook at --
and nost of those registrations are i ssued by agreenent
States. Soit is acooperative effort before NRCandthe
agreenment States.

We need to | ook at that regi stry process in
[ight of the newrule, because sone of the registration
sheets old, and don't even reflect sone of the
necessarily devel opnents inthe existing Part 35, nuch
| ess the new part 35.

And also they were not witten wth
anticipationthat Part 35 woul d give recognitiontothe
registry. Sothat is aneffort where we are going to be
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wor ki ng anong our own staff and t he agreenent States to
perhaps revise or issue guidance on the existing
registrations, and also guidance for +the new
registrations so that they anticipate the New Part 35.

So that was all that | had to say on this
topic, but I would be happy to answer any questi ons.

CHAI RMAN CERQUEI RA: Davi d.

DR DI AMOND: John, woul d you pl ease tell ne
what you think this formal recognition of the device
registriesis, and what that will produce, and what type
of benefits it will produce? | amcurious to see how
thisisgoingto--1 knowit is goingto be hel pful, but
tell me what you anti ci pate.

MR. HICKEY: Yes. It allows us in the
community to have nore flexibility in keeping up with new
technol ogi es. The way the current Part 35is structured,
it says that you can use radioactive material for
tel et herapy, or you can use it for cancer, or you can use
a nuclide, cesium 137, for a certain cancer treatnent.

You can use strontium90 for acertaintype
of treatnent. So it didn't allowfor newuses of the
radi oactive material, or | shouldn't say it didn't allow
It had limted flexibility when new uses, and new

nucl i des, and newforns cane al ong, such as using -- we
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now have, for exanpl e, intravascul ar brachyt herapy wor k
in liquid gas and seal ed sources in that area.

V¢ have gamma stereotactic treatnents, which
are not flushed out inthe old Part 35. W have hi gh
dose and ot her renote after | oaders whi ch are not fl ushed
out inthe Part 35. W feel by covering theseinanore
general and fl exi bl e manner inthe NewPart 35 that it
wi || make aut hori zations for these newtechnol ogi es | ess
cunber sone.

CHAI RVAN CERQUEI RA: Ot her questions for
John? |If not, | guess we can take a slightly | onger
break, and we will reconvene at 10: 00.

(Wier eupon, the nmeeting was recessed at 9: 35
a.m, and resuned at 10:00 a.m)

CHAI RVAN CERQUEI RA:  All right. | would
liketoreconvenethe conmttee, and we w || start with
thefirst itemon t he agenda, whichis the Recognition of
Certification Boards, which will be presented by Bob
Ayres from the NRC

And t hen we are going to have a five m nute
presentation, | believe, by Dr. Mchael Gllin, fromthe
Medi cal Col | ege of Wsconsin, and we will hold all of the
gquestions until both Bob and Dr. G I1in have made their

presentations. Bob.

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

68

MR. AYRES: Ckay. | wll start by saying
that with regardto questions, if anybody has a questi on
regarding clarificationof sonethingthat | amtal ki ng
about, why we can address that as we go through it.

CHAI RVAN CERQUEI RA:  Okay.

MR. AYRES: But the other questions after
Dr. GIllin' s talk, wecanthen address all the issues.
Ckay. | amtal king for a second tine here about our
board recogni tion process, whi ch has changed wi th t he New
Part 35, and that we are goingto belistingthese ona
website i nstead of containedintheregulations for the
sane reasons that John Hi ckey tal ked about for the SNDs,
as it givesus nore flexibility to make changes wi t hout
having to do rul e making.

These wer e t he boards that we di scussed with
you at the | ast conm ttee neeting, just torem nd you of
what we did cover. Certainly |l amwllingtoentertain
any questions at the end of both of our presentations on
any of the previous issues that we did tal k about.

And what we have had since the | ast ACMJI
meeting is that we have had four boards submt new
mat eri al tous. |Insone cases, they were onthe previous
list, but they submtted updated or newnaterial, such as
t he Aeri can Boar d of Nucl ear Medi ci ne, and t he Aneri can
Board of Radiology cane in with their positions.
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We have had a new subm ssion from the
Aneri can Board of Sci ence and Nucl ear Medi ci ne, and t he
Certification Board of Nucl ear Cardi ol ogy. Going through
t hese new subm ssions in-turn, the American Board of
Nucl ear Medicine sent us aletter in Novenber, and the
intent of this was that they also w shed to be
recogni zed, inadditionto their 35.100 and 35. 200, and
so forth, authorizations.

And to be recognized as neeting the
requi renments to serve or to be recognized as an
aut hori zed or naned as an RSO, radi ati on safety of ficer.

The Anmeri can Board of Radi ol ogy subm tted
their formal letter tous and |listingthose nodalities
whi ch t hey wer e seeking recognition, and those were in
di agnostic radi ol ogy i n 35.190, 290, and 390, except for
one of the special nodalities|istedunder (g)(2) under
390.

And in radiation oncol ogy, 35.392, 394;
radi opharmaceuti cal therapies, 35.490, the manual
brachyt her apy; and 35.491, whichis thel-applicator; and
35. 690, which includes tel et herapy, ganma stereotactic
radi osurgery, and renote after |oader.

And i n radi ol ogi cal physics, they asked for

t he radi ol ogi cal physicist to be recogni zed bot h as RSGs
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and as Medi cal Physicists under 35.50, and 35.51,
respectively.

And they al so again raised a couple of
guestions that had previ ously beenissued. Thistine we
wor ked or we sent a formal reply toaletter fromDr.
Hendy, whi ch has been revi ewed by our O fi ce of General
Counsel, and so we nore or | ess have at | east aninterim
final position on these.

And one of the real issues here was the 500
hours of separate work experience for each of these
therapeutic nodalities differseither intheir entirety
or nearly so, and the question was for this board's
di pl onates to be certified under all of these different
t herapeutic nodalities, would they needto sumall of
t hose 500 hours from each of these nodalities.

And our response was no, but the work
experience itens, whichdiffer, and nost of themdo, in
each of the tasks |listed under b(1)(ii) for each of these
nodal i ti es woul d have to -- t hey woul d have t o have shown
evi dence of having work experience in each of those.

Now, that may be nore t han 500 hours, and it
may not be. We are sayingthat it is a nm nimumof 500
hours for all of these nodalities, and whatever
additional hours is necessary to acconplish the
experience wi thout putting any number to those.
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I n ot her words, sonebody who i s obvi ously
qual i fiedin 35.400, whichis the manual brachyt herapy,
and t he wor k experience requirenments for
radi ophar maceuti cal therapy, arequite different, and |
am sure that all of you recognize that.

The other issues was can the clinical
training, whichistypically three years of a nedi cal
physi ci st, be recogni zed under 35.50, the radiation
saf ety of fi cer training and experience requirenments, for
aut hori zation as a radiation safety officer.

The answer is, yes, provided-- andthereis
really a question here of whether the board requirenents
nmeet this, but they haveinthat three year training at
| east one year of this trainingis under the supervision
of an RSO, and that that RSO signs the appropriate
preceptor statement certifying that one year of
supervi sed radi ation safety offi cer traini ng has been
recei ved.

What is recognized, and it is relevant
because a nunmber of the boards have cone i n asking f or
aut hori zati on under 35.50 for their people, for their
di pl omat es t o be aut hori zed as radi ati on saf ety of fi cers.

And they don't really -- and they all cone
i nunder 35.50(b), whichis anorerigorous training and
experience requirenents that really were i ntended for
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appoi nti ng dedi cat ed and trai ned RSGs for | arge prograns,
with nobile medical disciplines being practiced.

And 35. 50(c) says that an aut hori zed nedi cal
physi ci st, aut hori zed nedi cal user, or aut horized nucl ear
pharmaci st, purely on the basis of those authorizations
and listingonthe license, and has experience inthe

radi ati on safety aspects of using simlar types of

mat erials, can be appointed an RSO for those prograns.

So it is relatively straightforward to
appoi nt a di agnosti c i magi ng nucl ear nedi ci ne aut hori zed
user to be the RSOfor an i magi ng program or a medi cal
physicist to be an RSO for a therapy program or an
aut hori zed nucl ear pharnmacist to be the SRO for a
phar macy.

And when you get into the nore conpl ex
appoi nt ment requirenents in (b) when you have nul tiple
prograns, such as i magi ng nobi | e t herapi es and phar macy
all rolledintoone, and then you are | ooki ng at the nore
experienced RSO qualifications under (b). Yes, Jeff.

MR WLLI AVBON  Wbul dn' t t he appoi nt ment of
aradiation safety officer always require alicensed
amendment ?

MR. AYRES: Yes. | amsinply addressingit
fromthe perspective of board recognitions at this point.
But if thereis no board recognition, any individual can
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cone in and present the appropriate training and
experience requirenents, andif they satisfy those, be
appoi nted to whatever authorization they request.

This is applicabletoall of the authorized
users and nedi cal physicists, and nucl ear pharnmaci sts on
the license. They have to be listed on the |license
obviously if they are applying for that additional
aut hori zation.

Where it conmes into be aproblem and as |
go t hrough t hese, it woul d not appear to be applicableto
those board certifications that don't result in
aut hori zed user status.

And there are two of themin the current
subm ssions that we have. There is the Arerican Board of
Radi ol ogy certification of anedical nucl ear physicist,
because we don't have authorized nedical nuclear
physicists, and so there is no authorized status there.

Nor the Ameri can Board of Specialties in
Nucl ear Medi ci ne Board Certification, and Nucl ear Medi cal
Sci ence, whichis kind of aspecializedcertification,
and whi ch has only been recogni zed i n t he present Part 35
for RSO certification.

CHAI RMAN CERQUEI RA:  Ri chard, perhaps you

could comment. You know, as sort of the RSO
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representative onthe Board, is this acceptabl e you think
from--

DR VETTER Well, as M. Ayres outlined, or
at | east as the way | heard it, an authorized nedi cal
physi ci st could be appointed an RSO for a therapy
program but not necessarily for a broad scope progran

MR. AYRES: What we woul d sinply askisif
t hey had experience with the other materi als and t hey
coul d denonstrat e t hat, and we coul d nake t he appoi nt nent
br oader .

DR. VETTER: Ri ght, and that seens
reasonable to ne.

CHAI RVAN CERQUEI RA:  But this is sonething

that could be done by the |local commttee if it existsg|”

MR. AYRES: No. Under both Part 35s, the
RSOi s deened sufficiently inportant toradiation safety
t hat they nust be listed by naneonthelicense. Soit
al ways requi res an anendnent to appoi nt an RSO under any
ci rcunst ance.
CHAI RVAN CERQUEI RA:  And, Ruth, interns of
the agreenent States, do you see a problemw th this?
MB. MCBURNEY: No. Wat | didn't understand
isthat it has aut horized nedi cal physicist, but that's

not applicable to the board certification?
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MR. AYRES: Well, theonlytine alicensee
woul d apply for an aut hori zed nedi cal physicist, theonly
requi rement for having one, and therefore, they get the
deenmed status if you would, is for therapeutic
perineters.

MS. MCBURNEY: Right.

MR. AYRES: We have no requirenents for a
medi cal physicist for a nuclear nedicine program
MS. MCBURNEY: That's true.

MR. AYRES: So thereis nosuchthingin our
regul ati ons as an aut hori zed nucl ear nedi ci ne physi ci st.

MS. MCBURNEY: | see. So it is in the
nucl ear physics rather than therapeutic?

MR. AYRES: Yes.

DR. VETTER: So as | understand it, if a
i censee wanted to appoint their authorized nedical
physi ci st as their RSO but the nmedi cal physicist had no
experience in nucl ear nedicine, thenit would not be
i kely that the NRCwoul d approve this personto bethe
RSO for the entire institution?

MR. AYRES: O we might require themto
acquire the necessary experience, or to apply, or
sonet hing. W are getting so far ahead nowwhere we are
at that | can only specul ate.

CHAI RMVAN CERQUEI RA:  Lou.
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MR. WAGNER: Coul d you explain this |ast
itemhere for nealittle bit. Does this nean that a
board certified nucl ear nmedi ci ne physici st, or a board
certified nuclear nedicine science person, board
certifiedin nucl ear nedicine science, coul d not serve as
an RSOon alicense that just uses diagnostic material s?

MR. AYRES:. Not under 35.50(c), because t hey
woul d not be listed on the |icense as a nedical
physi ci st. Now, if they met the requirenments of
35.50(b), yes. Again, let ne get tothis particular
board. It is com ng up.

MR. WAGNER: That woul d be good.

CHAI RMAN CERQUEI RA: Okay. Jeffrey, you
have a question?

MR. WLLIAMSON: Well, I will askifitis
appropriate first. | have a question about the radiation
oncol ogy certification, but sincew areinthe mddle of
RSO, | don't knowif you want to entertainit at this
tinme.

CHAI RMAN CERQUEI RA: Let's bringit onat a
later tine.

MR. AYRES: Right after our | ast neeting
withthe commttee here, we got theletter fromthe Board
of Nucl ear Cardi ol ogy, and | have | ooked it over, and |
see no problens, and it appears to neet all of our
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requi rements for recognition of the board di pl onat es
under 35.290.

And again these people, just as in the
f oot not e, woul d appear to be abl e to serve as RSGs for an
i mgi ng program under the requirements of 35.50(c).

DR. ALAZRAKI: Can | nmake a comment on t hat ?

MR. AYRES: Yes.

DR. ALAZRAKI : The nucl ear cardi ol ogy
i ndi vidual s are trai ned i n nucl ear cardiol ogy and not in
gener al di agnostic nucl ear nedi ci ne, or any t herapeutic
aspect of the practice. | don't think that those
i ndi vi dual s woul d be appropriate as RSOs.

MR. AYRES: |f youl ook at the NewPart 35,
we make no di stinction. |f they neet the training and
experience requi renents for 35.290, they have got full
authority, the sane authority as anybody el se, for both
i magi ng and serving as an RSO.

DR. ALAZRAKI: | think that is dangerous.

MR. AYRES: Well, that is what the rule
says. Yes?

DR. ALAZRAKI : Bob, woul d t hat person under
t his 35.290 al so be abl e to serve as an RSOf or t her apy
as well?

MR. AYRES: No.

DR. NAG O only for nuclear cardiology?
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MR. AYRES: Under 35.50(c), it is for those
mat eri al s for whi ch you have t he experience. | would
expect that nost of these individuals wouldn't have
experience in therapy, and therefore we would not
aut horize it.
DR. ALAZRAKI: They al so woul d not have
experience in |abeled white cells and handling of
MR AYRES: Well, that is not anissue here.
DR. ALAZRAKI: Well, it is a radiation
safety issue.
MR. AYRES: Well, the training and
experience requirenments for 35.290 is the same for
whet her the background is nuclear cardiology or

di agnosti c nucl ear nedicine. That istheway therule

reads.

| am not going to address whether it is
good, bad, or indifferent. | was not a part of witing
that rule.

CHAI RMAN CERQUEI RA: Ri char d.

DR. VETTER: Just to comrent briefly on
that. If aphysicianis qualifiedunder 290, then they
woul d becone -- they could be approved as the RSO

MR. AYRES: That's right.

DR VETTER But many nucl ear cardi ol ogi sts
actually don't qualify under 290. They practice in
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conjunction w th a nucl ear nedi ci ne physi ci an as a team
and t herefore they woul d not be qualifiedtodothis. On
if they were fully qualified under 290.

MR. AYRES: And that is what 35.50 says.
They have got to belistedonthelicense as authorized
under 35.290 in order for themto be consi dered for RSO
st at us.

DR. VETTER: Ri ght .

MR AYRES:. Ckay. W are getting outside of
the issue here a little bit, but let nme go on. The
Aneri can Board of Sci ence and Nucl ear Medi ci ne, t hey have
sinply only a single request, and they request
recognition of their diplomtes for 35.50, the RSO

They appear to lack -- and this is a
prelimnary position, as we may go back and ask sone nore
guestions, but they appear to | ack the required one year
full-time radi ati on experience serving as an RSO or
training as an RSO, and the requisite RSO preceptor
st at enent .

And they don't have the pathway under
35.50(c) because they woul d not belisted onthelicense
as an authorized user because this is the only
certification that this board has. It has three

vari ations on that.
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CHAI RMAN CERQUEI RA:  Bob, | amnot fam i ar
with this board.

MS. MCBURNEY: |'m not either.

CHAI RVAN CERQUEI RA:  Naom .

DR. ALAZRAKI: They are simlar to the
nucl ear cardi ol ogy certificationtype of board. Thisis
t he sane sort of thing. It operates throughthe Society
of Nucl ear Medi ci ne, and t hey have their certifyi ng exans
just the way the nuclear cardiol ogy board does.

You see, you have to di stinguish boards. W
use the use board very | oosely here. There are boards
whi ch are approved by the Anerican Board of Medi cal
Speci al ties Soci ety group, and t here are ot her boards
whi ch are just certifying exam boards.

MR. AYRES: | amsinply listingthe board
titles as submtted to us here.

CHAI RMAN CERQUEI RA: Now, is this for
physi ci ans or --

DR. ALAZRAKI: No, it is for scientists,
physi cs and chem stry.

DR. SCHWARTZ: It is mainly physics and
chem stry.

MR. AYRES: It in sonme degreeisalittle

bit anal ogous to the ABR certification of nuclear
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medi ci ne physicists, onlythisisnot -- thisis even
nore general .

DR. ALAZRAKI : Yes.

MR. AYRES: A nore general science
background in nuclear nmedicine is what this board
consi ders.

DR. SCHWARTZ: And there aren't a |arge
nunber of physicists therethat arelicensed under this
boar d.

MR. AYRES:. | amsure that many of you here

at the tabl e are nore expert or have nore expertisein

exactly what these boards' backgrounds are and history,.

CHAI RMVAN  CERQUEI RA: And the | ast
i nplications that these woul d not qualify to be RSGs, is
t hat --

MR. AYRES: |t doesn't appear to be from
t heir subm ssions and we wi || certainly get back to that,
but all of the ones citing nucl ear nmedicine, and the
medi cal physici sts boards, and thi s board, and ot hers,
and even the Anerican Board of Health Physics, have
pr obl ens and/ or questi ons about neeting t he specific one
year of dedi cat ed experi ence under the supervi sion of an
RSOi n a nedi cal program and t he correspondi ng precept or

st at ement .
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And | did want to enphasize that the
alternate pathway for many of these, which already
aut hori zed user status, can be readily appoi nted as RSCs
for a programin which they have experience with the
mat eri al s.

| sinply -- andaquicklittle sutmmary here
of the different boards and all of the different
speci alizations in whichthey applied, and you can see
t he Board of Heal th Physics, and t he Board of Nucl ear
Medi ci ne, the Board of Pharmaceutical Specialties, the
American Board of Medical Physics, the Board of
Radi ol ogy, and t he Ameri can Board of Sci ence and Nucl ear
Medi ci ne -- wel |, anyway, there are ei ght boards t hat
applied for RSO status under -- all of them under
35.50(b), whichis the w de experience area of RSO, and
probably all of themhave difficulties, or at | east on
the surface goinginhavedifficultieswththe one year
and the preceptor statenent.

The bottomentry you can forget about. |
intended to delete that and | didn't. Another group
appliedfor recognition, and thereis a 200 hour training
requi renent which would only be a subset of any
certification process.

What are the options for board recognition?
Well, clearly the nost favorabl e oneis that they all
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meet all the stated requirenments of the rule, and are
recogni zed and |listed on our website as doing so.

The one i ssue that | need to raisewth our
O fice of General Counsel is when a board partially neets
therequirenents, and |l will give an exanpl e, because |
knowit is anissue here, and | think that Dr. Gllin
m ght be tal ki ng about it, woul d be that the Aneri can
Board of Medi cal Physicists, there nay be i ssues because
there are a very limted number of stereotactic
radi osurgery units of obtaining work experience as a part
of their training and board certificationwth the ganma
knife, and could we in that situation give parti al
recognition.

In other words, the Anmerican Board of
Medi cal Physics is deened recogni zed for 35.400 to
35. 600, except for stereotactic radi osurgery, and t hen
t hey could just conme in with additional training and
experience if they got into ganma knife later inthat
facility, or noved sonewhere el se and shown t hat t hey
filled in the remaining T&E requirenments for that
nodal i ty.

That is a questionthat the rul e does not
say anyt hi ng about partial certifications. Sowe needto

get an opiniononthat. 1| don't knowthe answer yet.
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And, of course, thelast oneis that they don't neet the
rule requirenents, and then there is no recognition.

And the options always exists for the
Iicensees to submt proof that the individuals neet the
requirenments for training and experi ence for revi ew by
NRC, and as you know, i f we have questi ons, we often cone
to this commttee for your input on those kinds of
revi ews.

And t hey can be recogni zed as aut hori zed
users for the appropriate nodality for which they neet
the training and experience requirenments.

| nst ead of a di scussi on now, what | woul d

like to do is ask Dr. Gllen to cone up and to have --

CHAlI RVAN CERQUEI RA:  Bob, before Dr. Gl en,
let nejust trytoget alittleclarification, because we
areinitiating a procedure whichis goingto be operative
once the Part 35revisionruleis approved, and so far we
have had several di scussi ons about boards. Now, have any
of these boards that have subm tted been notified of the
actions of the NRC?

MR AYRES:. No, and for a coupl e of reasons.
Well, | stand corrected onthat. W just recently sent
aletter to Dr. Hendy, who is the Anerican Board of

Radi ol ogy, and | believe heis the executive director,
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and with the response that | just gave you t oday about

the summati on of hours, and the nmedical physics issues,.

That had been revi ewed by our O fice of
General Counsel, and so we have at | east an offici al
position at this point, but we are ki nd of hol di ng on
this until we are sure the rule is a rule.

I do know that the nedical physics
representative has sent aletter to OVBon t he nedi cal
physi cs i ssues, and so we have no assurance that what is
currently with OMBw || be the final rule, although!| am
hopeful that that will be resol ved soon and we can go
ahead.

CHAI RMAN CERQUEI RA: Right. It would be
i nportant to have aplan, interns of istheregoingto
be a best case scenario. January 1lst, 2002, the rule
will go into effect, and at that point we should
officially -- well, | guess we can't notify people until
-- 1 guess one it has been published in the Federal
Regi ster, then people could be notified.

MR. AYRES: Yes.

CHAI RMAN CERQUEI RA:  And so we are tal king
maybe June woul d be the official date. And it gets
fairly conplicated, because we are tal king about
aut hori zed physi ci ans users, and we are tal ki ng about
RSOs, and we are tal king about medical physicists.
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MR. AYRES: And nultiple nedical nodalities
for authorization, particularly of authorized users. |
amworkingonit, and | planto hopefully at | east have
OC, our O fice of General Counsel, reviewal ot of these
i ssues before certainly your next neeting, and actual ly
establishing awebsiteright aroundthetinetherule
becones final.

And that woul d i st certifications, and we
have not nade vari ous deci si ons on such t hi ngs as naybe
we woul d do sonme questi on and answer postings on that
website, too. That's a possibility.

And t he ot her thingis managenent has not
made sone deci sions. W think we nay go back to sone of
t he boards and ask sone speci fi c questi ons where we have
sone concerns, particul ar about preceptor statenents, and
where it is not clear that they do or do not require
t hem

CHAI RVAN CERQUEI RA: | think it woul d be
hel pful tothe comm ttee to have sone i dea of where t he
process stands rel ati ve to these vari ous boards t hat have
appl i ed, and for what they are appl yi ng, because it was
alittlehardfor netofollowit just sort of seeingit
for the first time up there.

MR. AYRES. It isinstaff reviewright now
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CHAI RMAN CERQUEI RA:  Yes. Now, would it be
possi bl e to get things out tothe commttee nenbers and
just sort of keeping themnotified of the status?

MR. AYRES: | thought that is what | was
doi ng here. Wew Il try and keep youin the |l oop. W
have not yet reached any fornmal responses to any of these
i ssues other than the ABR, two questions that were
recently addressed in a letter back to Dr. Hendy.

CHAI RVAN CERQUEI RA:  Ri ght.

MR. HICKEY: M. Chairman, this is John
Hi ckey.

CHAI RVAN CERQUEI RA:  Yes.

MR. HI CKEY: | would like to suggest -- |
t hi nk that your points are well taken. Wat our pl an was
to-- assumngthat therule-- applyingtheruleas it
isat OMBnowistorespondtothe boards, andtell them
whi ch ones neet the requirenments, and answer the
guestions of the boards that have questions so that they
are on notice.

And then if the rul e doesn't change, the
boards that appear to neet the requirenments and
recognition, we would formally i ssue therecognition. So
what | wouldliketodois clear theissues that are on

the table within 30 days.
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And we coul d al so provi de t he nenbers of the
conmmtteewithasunmary inthat same context of where
t hi ngs st and.

CHAI RMAN CERQUEI RA: | think t hat woul d be
useful, and I think it shoul d probably be a uniform
notificationdate for these boards, becausetotryto
respond to one and not the others, and just sort of
st andar d operati ng procedures about sonmethingthat is
subm tted, there shoul d be a reasonabl e ti me of response,
and it shoul d be sort of uniformand consistent. So |
t hi nk that would be useful.

MS. ROTHSCHI LD: M. Chairman, Marjorie
Rot hschild fromthe OGC, the O fice of the General
Counsel .

CHAI RMAN CERQUEI RA:  Yes, Marjorie.

MS. ROTHSCHI LD: | just wantedtoclarify
two things. The rule is at OVMB for review of the
paperwor k aspects of it, record-keeping and reporting.
So we woul d not expect that provisions that don't rel ate
to that would change as a result of any OMB acti on,
because the reviewis narrower than what we are tal ki ng
about here.

And t hen the only other thingthat I wanted
toclarifyis that there m ght have been aninplication
that theruleis effective upon publication. 1| don't
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knowif anybody directly said that, but as we recogni ze,
thereis an effective date. You know, atine period after
which it would be effective.

CHAI RMAN CERQUEI RA: Cat hy made t he poi nt
that once it gets published that there is a 6 nonth
period before it beconmes inplenented. So | was
antici pating probably a June 1st publication and a
January 1st direct inplenmentation.

MS. ROTHSCHI LD: Yes. | amnot neaningto
imply that actions can't be taken in terns of
i npl ementing theruleinanticipation of it becom ng
effective. Thank you.

MR. AYRES: |f | gave you the i npression
that it was effective, my main point was that on
publicationit is final. Sowe knowthat we have a fi xed
target to work with. Also, that the -- well, | had
anot her thought, but I forgot it. Sol will keep qui et
and let you all talk.

CHAI RVAN CERQUEI RA: | guess t he poi nt t hat
| was maki ng was that it woul d be i nportant since these
boar ds are appl yi ng t hat we shoul d have sone sort of a
uni formprocess in place for review, for notification,

and for dealing with feedback.
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MR. AYRES: This is all part of the
i npl ement ati on process t hat John Hi ckey t al ked about
earlier, and that we are actually working on.

CHAI RVAN CERQUEI RA:  One conmment fromJeff.

MR WLLIAVBON: Well, it isjust aquestion
for Bob. | didn't understand what the inplications were
of what you said regarding ABRcertificationinradiation
oncol ogy, or actually therapeutic radiol ogy.

Did | understand you to say that you felt
unofficially at this tinme that ABR certification in
t herapeuti c radi ol ogy sati sfiedthe requirenents for 300,
400, and 6007

MR. AYRES: Those |l ook like it may for 600.
The probl emor the rul e says -- and again this be from
our official position, inwhichour Oficeof General
Counsel would play a big role.

But what it says in these experience
requirementsisthat it clearly saysall, andinthat all

are the two stereotactic radi osurgery work experi ence

requi renents, which | understand can be probl ematical.

VR. W LLI AMSON: And  what about
r adi ophar naceuti cal therapy, or therapeutic radiol ogi sts?
MR. AYRES: | don't understand what you are

aski ng.
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MR. WLLI AMSON: Do you feel nowthat ABR
certification in therapeutic radiology neets the
requirenents, | guess in 35.3907

MR. AYRES: |If they say they do. What we
are askingis for the boardstoself-certify, andif we
have any questions, then we will follow up with
guesti ons.

MR. WLLIAVBON: And didthey self-certify?

MR. AYRES: Not on the 600 issue. They
rai sed questions about having nmet the training and
experience requirenments, and in particular for
stereotactic radi osurgery. | would have to | ook. | had
it onthe chart for what they asked for, but -- no, |'ve
got the wrong one.

MR. WLLIAMSON: Well, | guess | would like
t o add ny request to what our chairman sai d, that for our
community that a very short of detail ed breakdown of what
exactly the status of the staff's thinkingat thistine
for the boards that are rel evant to our community be
made.

CHAI RMVAN CERQUEI RA: | think t hat woul d be

hel pful .

MR. WLLIAMSON: This is just too sketchy.

CHAI RMAN CERQUEI RA:  Yes. This sort of
table -- and | don't even knowwhat all the boards are
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that arelisted up there, and | think we have to be --
you know, | woul d i ke sone nore detail onthis provided
in a way that we could give you sone input.

MR. WVAGNER: | s that what was bei ng appl i ed
for or approved?

MR. AYRES: This is what they appliedfor.
Nobody has been approved yet at this point, except that
everybody is approved under the current Part 35,
whi chever way you want to | ook at it.

The two that aren't Iisted there that are on
the existing rule, because we have not established
contact wwiththem are the two British boards by t he way,
just as a comment. But | think maybe we shoul d have Dr.
G llincome up and gi ve his presentation, and t hen have
time for additional questions.

CHAI RVAN CERQUEI RA: A bri ef conment by Dr.
Nag, and then we will nove on.

DR. NAG One question for you. For the
t herapeuti c radi ol ogy, you are tal ki ng about gamma knife
and the cobalt. The radiation, isthere adifference
bet ween bei ng approved for the useof it, interns of the
medi cal use, and where you do need extratrainingfor the
medi cal use of the gamma knife.

But interns of the radi ation safety issue,
whi ch i s what the NRCi s responsi bl e for, those radi ation
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safety issues aresimlar. So doyoureally needto know
al | about treatnent pl anning on the gamma kni fe, which
isquitedifferent, tobe ableto be aradiationsafety
of ficer?

MR. AYRES: | would think so, because
certainly adequate radi ation treatnent planningis a
radi ati on safety issue.

CHAI RVAN CERQUEI RA: All right. If we could
have Dr. G Ilin. But again | think the intent of the
board was to | ook at therisks that areinvolvedandtry
tomnimze the intrusiveness, but at the sane tine |
don't want a nucl ear cardi ol ogi st to be an aut hori zed
user for afacility that i s usingl-131, where they have
not had any experience.

And so | think the board could help to
identify -- the ACMUI could help to identify sone of
t hese issues, but it isn't really clear tone what these
boar ds are appl yi ng for, and whet her they are physicists
or physicians.

So | think that we need to avoi d probl ens of
i mpl enment ati on. We shoul d be updat ed on sone of t hese
i nformati ons.

MR. AYRES: On the Anerican Board of
Physics, they clearly are applying an answer to Dr.
W1 lianmson's question of 35.400 and 600 aut hori zati ons.
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| don't see anyt hing on t he radi opharnmaceuti cal therapy
t hat t he board has submitted. | will be glad to go over
it with you after during a break.

CHAl RVAN CERQUEI RA:  Al'l right. Dr. G llen.

DR. G LLIN: Thank you, M. Chairman. As
you know, the American Association of Physicists in
Medi cine is a 4,000 pl us nenber organi zati on, and nostly
inthe United States. The majority of AAPM nenbers
practice radiati on oncol ogy physi cs.

| amChai r man of t he Professional Council of
t he Aneri can Associ ati on of Physicists in Medicine, and
| amhere today representing them althoughthe record
shoul d i ndicate that | amal so a board nenber of the
Ameri can Board of Medical Physics.

| have t hree basic nessages that | wishto
bringtothiscommttee. W are very grateful for the
opportunity to address the ACMJI, and we do have
concerns.

The first message that | have is that the
AAPMi s supportive of the newrul e process for avariety
of reasons, one of whichis that the newrul e process
introduces the concept of an authorized nedical
physi ci st, whi ch enphasi zes t he i nportance of a nedi cal
physicist'sroleinthe safe and effecti ve delivery of
radi ati on therapy with by-product naterial s.
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We do have explicit concerns, whichis ny
second nessage, relative to paragraph 35.51, and
par agraph 35.71. And to provide you wi t h sone background
information, the nodalities that we are di scussing are
tel etherapy units, and the training experience
requi renents are addressed in the current Part 35.

And gamma kni fe units, whi ch have not been
previ ousl y addressed, and hi gh dose renote after | oader
units which have not been previously addressed.

Sonme observations as a nedi cal physi ci st.
There i s substantial overl ap between t he t hree by- product
materials. Mdalityisrelativetoradiation safety,
calibration, and quality assurance activities.

Thus, tel et herapy traini ng and experi ence of
medi cal physicistsiswell positionedto deal with either
HDR or gamma kni fe therapi es. The basic or t he energency
concepts are simlar. Radiation decay is radiation
decay. Measurenent techni ques, whi chinvol ve ionization
chanbers and radiographic film are simlar.

CHAI RVAN CERQUEI RA: Dr. @l lin, John G aham
wants to nmake a brief coment.

MR. GRAHAM Just a brief question. Do we
have this? Do we have a witten docunent so we can nake
notes on this statenent? That is a question to the
staff. I am saying specifically verbatim that
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observation. | have got theletter and| havereadit,
but --

DR. Gl LLIN: A copy has been givento M.
Hi ckey.

MR H CKEY: M. Chairman, we just received
this right before the session, but we can have copi es and
have it distributedtothe conmttee. The only docunent
t hat has been distributedtothe conmtteeis the actual
previous witten statenment from AAPM

CHAI RMAN CERQUEI RA: | think that woul d be
appropriate to get that.

MR GRAHAM Now, are these observations the
coll ective vote of the organization that you are
representing? | just want to understand the basis of
this verbatim statenent.

DR. GILLIN: | think I introduce this by
saying that it was ny observati ons as an experienced
medi cal physicist.

MR. GRAHAM  Okay.

CHAI RVAN CERQUEI RA: | ' msorry, if you coul d
pl ease conti nue.

DR. Gl LLIN: Thank vyou. My second
observation is that there is a substantial overlap

bet ween by- product material s and non- by- product nateri al
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nodalitiesrelativetoradiationsafety calibration and
qual ity assurance activities.

It isny opinionthat the accelerators are
significantly nore conplex in cobalt-60 tel etherapy
units. Thus, a qualified nedical physicist is well
positionedto conein as an authorized nedi cal physici st
for teletherapy.

The external calibration protocols, which
ar e publ i shed by t he AAPM i ncl ude bot h accel erators and
cobalt-60 units inthe sane protocol, with one notabl e
additionrelative to cobalt-60 units. Radiation concerns
are simlar for treatnents.

The cal cul ation of treatnment tines fol |l ows
t he sane approach for tel et herapy units and accel erat ors,
et cetera. So, our concerns. W have phil osophi cal
concerns. One uni ntended consequence of the newcriteria
t o beconme an aut hori zed nedi cal physicist mght beto
reduce t he i nportance of board certificationw thinthe
medi cal physics conmunity.

The board certification process does not
require experience with specific by-product materi al
t echnol ogi es. The focus of the board exam nati on process
is determned for a particular candidate to have
sufficient know edge and j udgnent to practi ce nedi cal
physi cs i ndependently.
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There are limted opportunities for nmedi cal
physicists to obtain training prior to taking board
exam nations with cobalt therapy, tel etherapy units, or
with gamma kni fe.

The Aneri can Associ ation of Physicistsin
Medi ci ne, the Anerican Col | ege of Medi cal Physics, and
the Anerican College of Radiology, have simlar
definitions for a qualified medical physicist.

All  the definitions include board
certification and continued nedi cal physics education as
a central element of their definition of a qualified
medi cal physicist. One argunent for young nedical
physi ci sts to go t hrough t he expense and ef fort of taking
t he board certification exam nati on was an easi er pathto
be naned on the NRC |icense using the old Part 35.

It isthe AAPM s under st andi ng of the New
Part 35 that board certificationessentially makes no
difference. The New Part 35 requires the authorized
medi cal physicist to be either board certified, whose
certification process includes all of the training and
experience requirenments of paragraph (b), which the
boards wi || be very reluctant to agree to, or have the
sane experience and not be certifi ed.

I f the current understandi ng of the AAPMi s
correct, it is the opinion of the AAPMt hat t he New Part
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35 poses a |l ong termnegative public health i ssue by
havi ng t he qual i fi cati ons of a nmedi cal physici st being
defi ned one way by professional organizations, and
anot her way by regul atory agenci es.

Even if the AAPM s understandi ng i s not
correct, it isinportant for the ACMJ to understand that
AAPMhas t hi s concern, whichis based upon the current
wor di ng of the New Part 35.

V& have sone practical concerns. If alarge
enough pool of authorized nedi cal physicistsis not fully
grandf at hered, that is, authorized nedi cal physicists, a
shortage of NRCqualified nedical physicistsw |l result,
whi ch wi || negatively inpact on patient care, as there
wi || not be enough authorized nedi cal physicists to
deliver the needed services.

W t h an i nadequat e nunber of grandfat hered
AAMPs, theinitial capacity of the NRC s preceptor-based
systemwi | | be severely constrained, exacerbatingthe
shortage of AMPs, and negatively i npacting on pati ent
care.

It appears fromthe responses to the public
comments that only currently |licensed tel et herapy or
ganma knife, or HDR physicists, will be allowed to
precept traineesinteletherapy, ganma kni fe, or HDR,
respectively.

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

100

Especi ally for tel et herapy units and gamma
knives, there are relatively few institutions and
relatively fewphysicists tooversee andcertify this
t rai ni ng.

The cost to recei ve vendor endor sed ganm
knifetrainingis approxi mately $5, 000 for one week. The
cost of preceptor based systemmay be substantial given
the limted nunber of opportunities and training to
obtain this training and experience.

The cost of solutions we wishtobringto
your attention. One, revise 35.51 to nmke board
certificationintherapeutical radiological or radiation
oncol ogy physics a sufficient conditionto serve as an
aut hori zed nedi cal physicist.

Solution Two. Interpret 10 CFR 305.57
broadl y, whi ch woul d creat e a grandf at her ed popul ati on of
aut hori zed nedi cal physicists authorizedto practice
clinical physics for any 35.400 or 35. 600 nodality, and
to performthe preceptor function, regardl ess of the
current nodalities authorized on the |icense.

Possi bl e Solution Three. Define a
cl assification of authorized nedi cal physicists who are
aut hori zed to nanage the |l i censee' s physi cs and safety

comm tnment for sel ective by-product materi al nodalities.
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The current wording for the New Part 35
appears to require training and experience in all
nodal ities, as opposed to a subset of nodalities.
| wi shtothank the ACMJ for consideringthe possible
concerns and sol utions.

The AAPMbel i eves t hat t hese concerns are
very i nportant to ensure that the New Part 35 can be
i npl enment ed successfully and t hat patients continueto
recei ve therapeutic benefits fromby-product materialsin
a safe and effective manner.

My third message is that the AAPM is
prepared towork with the NRCstaff to devel op regul atory
gui des and force manual s for the NewPart 35to ensure
clarification of these concerns. Thank you.

MR. AYRES: If | could. Dr. GIIlin brought
up one issue, andto clarify that, that there is the
gr andf at heri ng and everybody -- irrespective of what the
final positionis onboardcertifications, everyone who
iscurrently an authorized user or authorized nedi cal
physi ci st, or authorized radi opharnaci st, et cetera, will
be grandf at her ed.

And so it is not anissue of com ng out of
the gate. There are sone rel ated ones, and his first
suggestion | ooked I i ke it woul d requi re a rul e naki ng.
| think the grandfathering will be fairly broadly

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

102
interpreted, but that's ny position, and not an of fici al
one at this point.

CHAlI RVAN CERQUEI RA:  Ckay. Jeffrey, you had
sonme comments.

MR WLLI AVBON: Yes. Coul dyou explainthe
public coment in the OMB package which inplies a
contrary nessage to what you just said?

MR. AYRES: Public comments?

MR. W LLI AMSON: There is an 800 page
docunent that went to OVB, the vast majority of whichis
responses and sunmari es of responses to public comrents.

And i n the public coments, that is where
this concernisraised. It basically saysthat it will
beinterpretedto all owgrandfatheringonlyinavery
specific nodality driven way.

MR. AYRES: Well, clearly, we would not
gr andf at her a 35. 400 position authorizationtoinclude
35. 600 and 35. 300 unless they were already |isted.

MR. W LLI AMSON: Well, there you are.
That's not being interpreted broadly.

MR AYRES: Well, | amlookingat it innore
of a -- well, the nore narrow i ssue is how do we
gr andf at her sonebody that islistedas a-- and| amnot
sayi ng that we don't have the answer ri ght now, but a
medi cal physicist who is |listed as a teletherapy
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physi ci st, and not as a nedi cal physicist, because we
really didn't have that in the old Part 35.

W establ i shed it under gui dance for HDR and
ganma knife, and there is the possibility there to
recogni ze any formof nedical physicist, nmeaning to
gr andf at heri ng hi mas a general nedi cal physicist. |
don't know where that will end up at.

MR. WLLIAMSON:. Well, if you read the
wording of 35.57 literally, it gives youthe authorityto
do that. It basically says that anybody that is
nment i oned as a nedi cal physici st or tel et herapy physi ci st
on alicense w thout qualificationneednot satisfythe
requi renents of 35.51, period.

MR. AYRES: And | think that is what ny
remar ks were about broadly.

MR. WLLI AMSON: And that is the position
that Dr. Gllinis articulating, isto provide a pool of
personnel to basically allowthe conduct of current
radi ati on oncol ogy treatnents.

MR. AYRES: And | think that is the
directionthat we will probably get. The other issue
t hat you rai sed and that | thought about for amnute, is
t hat you asked for radi opharmaseuticals. W don't require

medi cal physicists for radi opharmaseuti cal s.
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MR. WLLIAMSON: That was the question,
excuse ne, about radi ati on oncol ogi sts. | wasn't asking
it about nedical physicists.

CHAI RVAN CERQUEI RA: | t hi nk we shoul d st ay
on the nmedical physicists.

MR AYRES: And as far as nedi cal physicists
doing work in radiation and in radi ophar maseucti cal
t herapy, we don't require them They can do the
functions they see fit there.

CHAI RVAN CERQUEI RA: | would |Ii ke to get
comrent fromour two radi ati on oncol ogi sts about these
i ssues, and sort of get their input. David.

DR. DOAMOND: Yes. Dr. Gllin, first | have
a question for you. One of the solutions that you
proposed sort of inplied or stated that perhaps a
mechani smwher eby there woul d be different | evel s of
qualification could be entertained.

That sounded very simlar to what Bob
mentioned during his earlier discussion, where for
exanpl e, the individual would be recogni zed for all
entities, except for gamma stereotactic surgery, or
accept for, or is that sonething that youthink is a
wor kabl e sol uti on t hat you woul d be happy wi t h as a neans
of making all parties satisfiedwthout reviewof the
rul es maki ng process?
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DR. G LLIN Yes, that isasolution. | was
distressedinDr. Ayres' presentationtolearnthat that
has to go legal reviewto seeif that is an acceptabl e
i nterpretation.

MR. AYRES: Unfortunately, what the rule
saysisall, and soyouclearly havetogotoour Ofice
of General Counsel to see if we have that options.

CHAI RVAN CERQUEI RA: Dr. Nag, do you have
any comments on this issue?

DR. NAG Yes, | think sone of your i ssues
fail. The part about the physicist whois well qualified
withtheinternal -- nost of that would really be simlar
to the cobalt 60, in terns of planning. You only
actually need to know that and that is not a problem

The i ssues wit h HDR are somewhat di fferent
t han soneone who i s usi ng external neans, and t here |
don't think you can extrapol ate t he experience directly.
But | do agree that your external -- and your cobalt 60
woul d be very simlar, and be extrapol ated.

CHAI RVAN CERQUEI RA:  Jeffrey.

MR. W LLI AMSON: I would just like to
enphasi ze agai n t he seri ousness of the inplications of a
literal interpretation of theregulations as witten, and

if it partial AMP-ship is not recognized in any form
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what soever, thereisn't goingto be anybody to provi de
services for radiation therapy literally.

I thinkinplenmentation of the regul ations
woul d require essentially facilities to shut down and
cease offering these services. Thisis avery serious
i ssue, and to have this sort of hanging by a | egal
thread, | think to make this rest on such a sort of
ridiculousissuel think certainly -- well, if anegative
| egal decisionis reachedinthis matter, this al one
m ght be grounds for considering to table the
i npl enent ati on process until the wordi ng can be changed.
That's certainly one option.

MR. AYRES. | guess the comment here i s that
a l ot of comrents are com ng about the rul e | anguage t hat
woul d be passed, and unfortunately these woul d have been
very val uabl e when the conm ttee was working on this
several years ago, and there was a chance to change it|.

MR WLLIAVEON: Well, | think everybody has
to bear sonme responsibility for this. | don't think
anybody either on NRC s side or in the regul ated
community that participated inthe responseto these
regul ati ons i magi ned this woul d happen.

But now it has happened, and so it seens

that it is not aw se course of action for aregulatory

agency to rigidly pursue a disastrous course of action.

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

107

MR. AYRES: Well, as a staff, we have to
pursue what the rul e says.

CHAI RVAN CERQUEI RA: Ri ght . Let's get
comments from Richard, then John, and then Naom .
Ri char d.

DR. VETTER: | would just like to echo a
comment that Dr. Gllinnmdeto long terminplications,
and | realizethat thereis noshort termfix for this.
But the current or the proposed Part 35 in no way
encourages certification.

It doesn't prevent qualified people from
becom ng qual i fi ed medi cal physicists or radi ation safety
officers, but in fact it does not encourage board
certification. Now, | knowthat is not NRC s purviewto
go out and try and get people certified.

But interns of | ongtermpublic health and
safety, which Dr. Gllin nentioned, we should be
encour agi ng peopl e to beconme board certified. And so
relative to focusing down t he road here on perhaps how
| anguage shoul d be changed, | think that shoul d be kept
very high in consideration.

CHAI RVAN CERQUEI RA:  John.

MR. AYRES: | think our intent was to
mai ntain what Dr. Gllin said, was that the board's
establ i shed | evel of expertise woul d be accept abl e, and
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sonehow we got a little bit amss there. W got a
di sconnect .

But at | east we have flexibility of taking
t he board certifications out of theruletowrk with
themperhaps alittle bit norethan we woul d have under
the old rule. | think Cathy had sonething to say.

CHAI RVAN CERQUEI RA: Wl |, | et's have John,
Naom , and then Cathy. John.

MR. GRAHAM Vel |, I need sone
clarification, and this may need cl arificationfromthe
OGC. When we sat here and di scussed this, clearlythe
intent was that if there were certification boards that
were existing that covered the training that was
reasonabl e and prudent for the protection of the public
safety, that it was the nost expeditious route for usto
take to make sure that the adequate training had been
cover ed.

And as | readthis thing, it says that the
i censee shall require the aut horized nedi cal physi ci st
to be an individual who, (a), iscertifiedby aspecialty
board whose certification process includes all of the
trai ni ng and experi ence required i n paragraph (b) of this
section, and whose certification has been recogni zed by

t he Conmm ssion or an agreenent State.

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

109

Then if you go on to read literally
par agraph (b), it says that you have to hold a Masters
Degree or a Doctor's Degree in physics by a physics
radi ol ogi c, physics nmedical, et cetera.

And then it goes onto state that you have
t o have an addi ti onal year of full-tinme work experience
under the supervision of an individual who neets the
requi renments for an aut hori zed nedi cal physicist at a
medi cal institutionthat includes thetasks |listedin,
and thenit runs all the way from35. 67 t hrough 35. 652,
as applicable.

And t hat word woul d ti e back to the board
certificationas it was di scussed here, as applicabl e.
And t hat then, two, has obtainedwitten certification
t hat the i ndividual has satisfactorily conpletedthe
requi renents i n paragraph (b)(1) of this section, and has
achi eved a | evel of conpetency sufficient to function
i ndependent | y as an aut hori zed medi cal physi ci st for each
type of therapeutical nmedical unit for which the
i ndi vi dual is requesting authorized nmedi cal physi ci st
st at us.

The way we wote thisrule and had it set up
was so that the boards could be a de facto parti al

certification. Aml hearingalegal interpretationfrom
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the OXthat their readingthisliterally to be all-inclusive?

MR. AYRES: No. The way | amreadingit as

astaff nenber, isthat we havetotakeit to OCCis the
all overrides as applicable.

MR. GRAHAM  Why?

MR AYRES: Because the all applies to board
certification andthe applicable provides for comngin
for authorization on the basis of training and
experience. Now, thisis not aresolvedissue, andthis
has to go to OGC.

MR. GRAHAM Well, let me just finish ny
comrent, because | amjust about done. Clearly the
i ntent t hrough hour upon hour of discussionwiththis
gr oup naki ng recommendati ons to the condition, or tothe
Conmm ssi on, was that the board certification, havi ng been
revi ewed by t hat body as bei ng a reasonabl e and pr udent
approach to assure for the public safety would be
accept ed.

So to now say that the word all has gone
from bei ng where applicable, and where it has been
request ed, to where you have got to knoweverything from
soup tonuts, is defeatingthe purpose of why wetriedto
use board certification as the nost expediti ous process

to get this noving forward.
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So I think we have taken one word, and it is
unfortunate that we are i nside the beltway and t hat it
seens to take on glaring focus intestinony onwhat is
the definitionof that word was. That was not the intent
as we sat here.

And | woul d |i ke sonmebody on the commi ttee
to clarify if I msunderstood all of that way.

CHAI RMAN CERQUEI RA: In my having sat
t hrough al | of these di scussi ons that was cl early our
intent. let's get acomment fromNaom , Cathy, and then
per haps t he counsel coul d give us aninterpretation as
wel | .

DR. ALAZRAKI: | would like to thank Dr.
Gllinfor his statement. | think it was very -- an
inmportant statenent, andit bringstoattentiontheissue
of t he boards and not di senfranchi sing boards withthis
| i censi ng process.

| also, as Dr. Gllin indicated in his
statenment, there are broader inplications to that
st atenment, which extend into ot her areas ot her than the
medi cal physics area.

And just as a broad guideline type of
statenent, what | wouldliketosayis that it is very

i nportant that the NRC match their licensing to the
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training and qualifications as exhibited by board
certification.

And thi s may take nore scrutiny than | think
is being appliedright now, andalittle bit nore of a
breadt h of understandi ng of what thetrainingis, and
what they are applying for.

For exanpl e, the busi ness of the nucl ear
car di ol ogi st becom ng an RSOfor all of nucl ear nedi ci ne
makes no sense at all, or of anindividual not trained or
experienced i n handl i ng sone radi onucl i des bei ng | i censed
to do that.

CHAI RMAN CERQUEI RA: Cat hy, you wanted to
make a comment ?

MS. HANEY: Well, actually, just a question
for Dr. GIllin. In order to sit for the AAPM
certification do you need any --

DR. G LLIN: The AAPM does not certify.

MS. HANEY: Okay. Do you need to have any
practical experienceor will just the fact that you have
a Masters Degree allow you to sit?

DR A LLIN Tothe best of ny recoll ection,
practical experience is needed.

MR. W LLI AMSON: Yes.

MS. HANEY: But it is not specifiedinthe
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DR. G LLIN Tothe best of ny recoll ection,
it is specified, but I don't recall exactly how | ong.

MR. AYRES: | have it hereif you want to
talk to me Cathy | ater about it.

MS. HANEY: Okay.

MR AYRES: Renenber that there are al sotwo
boards in nedical physics.

DR.  GILLIN: Correct, and practical
experience is needed for both boards.

MR. AYRES. Yes.

M5. HANEY: Sotheissuereallyisthat the
practical experience may only be in one nodal ity and not
cover, let's say, all three?

DR. G LLIN: Correct.

CHAI RVAN CERQUEI RA:  Jeffrey.

MR. WLLIAVBON: Well, | think Dr. Gllin's
presentation highlights at | east three different | evels
of issues that could be mde in the form of
recommendations of this commtteetothe ACMJ on howto
proceed.

| think the third one that he made was
really inportant, andit really has not been nmenti oned
much here, and that isto basically for the NRCstaff to
work careful ly with expert consultants or vol unteers from
the regul ated coomunity to draft realistic guidelinesfor
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suppl enentary training for sonebody that is board
certified, and say only has | i mited experience; either a

radi ati on oncol ogi st or a nedi cal physici st candi date,

but not specific experience with Cobalt 60 teletherapyl.

I think that thisis sonethingthat the NRC
cannot do by itself, and it needs the scientific and
clinical input of the conmunity. So | woul d recommend
that the NRC st aff adopt a sort of subcomm ttee based
approach simlar to what we went through when we
participated in the revision of the regulations, to
devel op real i stic gui dance for i npl enenti ng suppl enent ary
training standards needed to inplenment the rule as
written.

So t hat woul d be one recommendat i on or nmaybe
a notion that | would nmake.

MR. AYRES: | think alot of that isinthe
hands of this commttee. As you know, when we have an
issuelikethat, we bringit totheconmtteefor their
advice, and if they wish to set up a subcomm ttee of
i ndi vi dual specialties, rather thanthe commtteeinits
entirety, to provide this gui dance to us when we bring
t hese issues to you, that's in your hands.

MR WLLIAVEON: So | nake that as a notion.

CHAI RVAN CERQUEI RA:  So rest ate your notion
t hen.
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MR. WLLIAMSON: Ckay. | nove that the
ACMUI recommend to the NRC staff that a subcomm ttee
based approach be devel oped to i nvol ve appropri ate ACMI
menbers into the sort of detailed -- the formul ati on of
a detail ed suppl enentary trai ning standards needed to
certify physicists and authori zed users on a nodal ity by
nodal ity basis.

| shoul d say a suppl enentary training ontop
of board certification, and that needs to be i nserted.
John is so good at reading this that I woul d ask hi mto
try and help nme get it into shape.

CHAI RVAN CERQUEI RA: Do we have a second on
t hat ?

DR. VETTER: | second.

CHAI RMAN CERQUEI RA:  And di scussi on?

DR. DI AMOND: | have di scussion. So, Jeff,
i f I understand you correctly, youaretryingto propose
a mechani sm whereby these individuals can in a
suppl ement ary fashi on, andin an efficient fashion, neet
the full requirenments as outlined accordingtothe rules.

And what | would |i ke to cone back to and
ask do you favor that type of an approach or do you favor
t he approach that | was questioningearlier, whichisto
si npl y go and have cat egori zati ons, such as recogni zed
RSOversus sone partiality, where anindividual whois
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never goingto see a Cobalt unit intheir |ife need not
go t hrough t hree days of trai ning on Cobalt units to do
it?

MR. W LLI AMSON: Well, | don't thinkthat
can happenin the 12 nont hs or so we have to i npl enent
this regul ation. Basically, what you are proposi ng woul d
require the board certification organizations to
basically redotheir entire franmework to basically offer
certificates or board certificationthat is nodality
specific, and would specifically state Cobalt 60
tel et herapy, or HDR, and so on.

DR. DIAMOND: It is nore along the lines of
t hi nki ng that there woul d be a nechani smt hat when an
i ndi vidual is petitioning NRCto enter thelicense as an
RSOt hat he or she coul d go and say RSO, except for the
follow ng responsibilities, and that there woul d be a
mechani smto have that approval.

MR. W LLI AMSON: The essence of board
certificationisthat it is sort of automatic. You have
board certificationthat is primafacie equivalent to
bei ng an aut hori zed nedi cal physicist, and t hat woul d
al l owa specific scopelicenseetoimmed ately hire and
toallowto begi nwork anedi cal physicist or radi ation

oncol ogi st without further investigation.
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I[f that condition is not nmet in this
aut omat i ¢ way, they have to proceed by | i cense anmendnent,
and have this individual's specific credentials reviewed.
And | think unl ess the board reviews the credentialsin
a sort of automated --

DR. DIAMOND: So you are tal king about
approval by default essentially.

MR. WLLIAMSON: That's right, but | think
tothe extent that this nmethod can be applied, | thinkit
falls in what | said. What | ambasically saying is
let's berealistic. Weare goingto havetolivewth
t he wording of these regul ati ons nost |ikely.

Sol thinkit isinportant for the comunity
totry and work with the NRCstaff to devel op a set of
guidelines that will allowradiation nedicineto continue
to be practiced basical ly without disruption, and | don't
bel i eve that t hey have t he resources or know edge base to
undertake this thensel ves.

And | don't think that these one day

conm ttee neetings all owsufficient i nput and di scussi on

time, and --

DR. DI AMOND: To deal with those details,
but I --

MR. WLLIAMSON: -- that a subcommitteeis
necessary.
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CHAI RMVAN CERQUEI RA:  You know, when you
creat e subcommi ttees, you are addi ng nore work. | think
the intent of the ACMUJl all along was to take board
certificationas an approval nechanism | guess | don't
know enough about the -- and the i ssue has cone up with
whet her teletherapy, gamma knife, or HDR, are
sufficiently different interns of therisks that you are
going to need specific experience.

MR. WLLIAMSON: | was goi ng to nake ot her
proposal s to govern that, and to speak to that issue.
|"msorry to interrupt.

CHAI RMAN CERQUEI RA:  Wel I, if thereis no
issue, andif the radi ati on oncol ogi st and t he peopl e
that are involved feel that the training in one is
sufficient toextendtothe other, thenl| don't see that
as an issue.

But if there are sonme concerns that if you
are using -- you know, if you need specifictrainingin
t he one area, thenit may not neet the | anguage exactly.
But, Dr. Nag.

DR. NAG | think the staff, the NRCstaff,
is--well, therearetwo different i ssues. Oneisthe
radi ationriskissue, and the other is a nmedical issue
about the use of that sub-nodality. The nedical issues
are different between the three nodalities.
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But the radiationriskissues overlap, and
therefore |l think that for the NRCto say that we are
maki ng t hese rul es because you have trai ning i n one, but
not inthe other, and t herefore you cannot practice that
nodality, you are infringing on the nedical issue.

But theriskissueat the same tine, | think
for the NRC s purpose, there really shouldn't be a
differentiation. If youare board certifiedinradiation
oncol ogy, you woul d have the ability to practice all of
t hose.

Now, for the nedical issue, that | thinkis
an i ssue for the hospital andif you have a radi ol ogi cal
machi ne, you go through trainingthat i s recomended by
t he manufacturer.

| f you have an gamma kni f e, even t hough | am
board certified, | amnot all owed to handl e a ganma kni fe
unl ess | goto throughthe trainingfor the ganma kni fe.
So that is a nedical issue.

So | think fromthe NRC s point of view,
board trai ning or board certificationshouldapplytoall
of them and then nedically if you have to use them you
have ot her nmedi cal i ssues and ot her nedi cal certification
that you have to go through to use that.

CHAI RVAN CERQUEI RA: | t hi nk enf or cenent may
be anissuethere. David, didyoufeel that theriskis
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conpar abl e bet ween t he t hree, and sonebody who i s trai ned
i n one has sufficient know edge to deal with the risks of
all three?

DR. DI AMOND: | think it would be
i nappropriate for anindividual just withtrainingwth

| i nex (phonetic) just tow thout any additional training

to start overseeing a gamm knife radi osurgery progran

I think what we are focusing on here is that
sinceonly amnority of practices inthe country have
this technology, is there a need to require all
applicants to go and proceed with that. Subir's point
was, well, gee, if | amapplyingto be an RSO, it woul d
make sense that the entity or the hospital woul d not go
and support ny petitionif | amnot qualifiedto dothat.

But that woul d put the institutions perhaps
inalittle bit of an unconfortable position.

CHAI RVAN CERQUEI RA:  Rut h, howdo you t hi nk
t he agreenent States would deal with this issue?

MS. MCBURNEY: | think for the medical
physi ci st, and for the authori zed user, we woul d want to
see sone additional training, evenif it isjust what is
required by the manufacturer, and we woul d I i ke to see
t hat .

MR. AYRES: You arereally tal king about
what we do now.
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MS. MCBURNEY: Ri ght .
MR. AYRES: Wi chis that we have a narrower
certificationandthen we require the specific training
and experience to add the additional authorization.

MS. MCBURNEY: But for gamma knife, or the

MR. AYRES. But that isn't what got put into
the requirenments for the new part 35.

CHAI RMAN CERQUEI RA: well, if we are
focusing on the i ssue aspects, if thereis no safety
i ssues, and againif the know edge base i s t he sane, then
| don't see it as quite as nuch of an issue.

And | amstill having a little bit of a
probl em You know, David seens to feel that there are
different risks.

MR. AYRES: | guess in summary that | think
the NRCand this comm ttee, and t he st akehol ders, all
want to achi eve t he obj ective that you are tal ki ng about
of the recognition of the boards, and then t he actual
i npl enent ation of the | anguage. W seemto have alittle
di sconnects as to that.

CHAI RMAN CERQUEI RA: We needto wap this
di scussi on up, but we still have a notion. Let's have
several nore comments for di scussi on and t hen we shoul d
either take a vote or nove on.
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MR. W LLI AMSON: Well, | would like to
conmment that | think we are confusing two i ssues here.
One i ssue i s basically whet her board certificationina
field like radiation oncol ogy or nedical radiation
oncol ogy physics is sufficient to be an i ndependent
practitioner, andis areasonabl e grounds for assum ng
t hat t he prof essional has sort of sufficient intellectual
equi pnment and experience to be able to go and get the
necessary training and experience, and read the
appropri ate papers, do the necessary supervi sed and
unsupervi sed sel f-practice, to be abl e to deal w th novel
nodal ities or clinical situations that they have not
encount er ed.

And | think the answer i s yes, and | woul d
-- and | think we should speak to that in a separate
motion. My notionis avery -- speaks to the sort of
political and regulatory reality that we have.

We have this regul ation, and | thinkthere
isavery highchancethat it i s not going to be changed,
no matter what we say. At |least, soon. So |I am
proposi ng a mechani smwher eby t he communi ty can i nfl uence
inapositiveway | thinkthe suppl enentary gui del i nes
t hat are goi ng to obvi ously be mandated i n order to neet

the letter of the new | aw.
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And | don't want to gi ve the inpressionthat
| personally, or that the professional associations that
| ami nvol ved with, are not in favor of extratraining
for new nodalities.

Of course, we seek out the appropriate
training that we need to do novel things as professionals
who are -- wel |, as conpet ent professional s wouldin any
field. So that is not the issue.

So | think to try and make these
suppl ementary gui delines as closetoclinical realityin
what we do now is what the intent of this is.

And to speak to the sort of nore

phi | osophi cal concerns, | woul d propose anot her noti on

which I will mke when you are ready to entertain it.

CHAI RVMAN CERQUEI RA: Well, we should
proceed. John, you had a | ast comment, and then we
should call a vote.

MR. GRAHAM Jeffrey, | guess the concern
t hat 1 have got with this whol e subcommi ttee concept is
that we are just introducing another |ayer of
bureaucracy, and in which as we sit here we were
desperately tryingto avoi d when t he di scussi on first
cane up.

So | et me suggest -- and you have a notion
onthefloor, andsoit is noot, but this commttee may
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want to consi der sonethingtothe effect that the ACMI
consi ders board certificationas afavorabl e process for
i mproving the quality of training and practice of a
pr of essi on.

And for the purpose of inplenentation of the
proposed revi sion of 10 CFRPart 35, it i s recommended
that the interpretation of the condition that the
certification processincludes "all" of the training and

experience, islimted and/ or partial authorization, as

nodi fied by the applicability, and/or requested status,.

| don't think we have t o change t he rul es.
| thinkit isalready inthere as to howyou interpret
t hat .

MR. WLLIAMSON: | don't think we need to
change the rul es. | amtal ki ng about gui dance, and so,
no, that is not my notion at all.

MR. GRAHAM | know, but | amrecomrendi ng
inlieuof subcommttees, that if we just send up the
clarificationthat all is governed by therestrictive
| anguage i n par agraphs (b), that we have gottentothe
intent that board certificationwas the path of | east
resi stance to get where we needed t o be on docunent ati on
of training.

MR. WLLI AMSON: That is not al |l owed by t he
current rules and it just won't work. | was goingto
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make anot her noti on about that to cover the rul e text and
its need to be revised.

CHAI RMAN CERQUEI RA:  We need to go on.
Cat hy, you wanted to make a comrent.

MS. HANEY: | just wanted to make a poi nt.
The Commi tt ee has used subcommi ttees before. It was in
the early ' 90s when we wer e wor ki ng on 35. 75, and we al so
used it duringtherulemkingon35inthenitty-gritty
rul e text, where we sat down wi th subcommi ttees, and we
meant di agnostic and therapy.

And t hen what happens i s t hat we work t hi ngs
out with the subcomm ttees, and then we cone back to the
full commttee, and nake t he presentations, basically a
briefing on what the subcomm ttee deci ded.

CHAI RMAN CERQUEI RA:  Coul d we get sort of
counsel's opinion on this, Marjorie?

MR. AYRES: | think she has left. |
woul dn't - -

CHAI RMAN CERQUEI RA: No, she is here.

MR. AYRES: Oh.

CHAI RVAN CERQUEI RA: | woul d agree wi t h John
that i f we start addi ng subconmittees that it getsinto
a much nore conplicated process. |If it is felt that

t here may be specific training in these nodalities,
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shoul d t hat be handl ed at the | ocal site. That woul d be
t he sinplest way.

MR. AYRES. | woul d add that as a procedur al
mat t er of having dealt withthis for alongtinejust
qui ckly, that you as chai rman, and your predecessors,
have really used sort of a subcommttee system

We referred the trai ning and experience
i ssue to you, and you sent it to the appropri ate nenbers
with expertiseinthat areafor their feedback, and of
cour se when we get the commttee s opinioninwiting by
e-mai | or whatever, it goes into our databases as to
t hat .

CHAI RMAN CERQUEI RA: But that goes tothe
conpl exity, whichis part of what we wanted to do, whi ch
was tosinplify. Marge, we have asked you to stand up.
So we have to get your comments.

M5. ROTHSCH LD: | will provi de ny conments.
| would just like to say that the i ssue having been
raisedwththe staff, that | woul d expect the staff to
use as it usual ly does, or al ways does, its best efforts
to resolve this.

And t hat coul d i ncl ude consul ting wi th OGC
if the staff deens it necessary. So | woul d expect the
usual practice would be foll owed here.

MR. AYRES: Yes.
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MR. AYRES:. Jeffrey.

MR. WLLIAMSON: Okay. | think the issue
that | amtrying to address is the formul ation of
| i censi ng gui dance. The specificcriteriaof if youare
a board certified physicist, for exanpl e, but have not
been trai ned on cobalt 60 tel et herapy, howmany hours of
training and experience do you need on top of an
extensi ve base of |inac experience to beconme an
aut hori zed nedi cal physici st.

How many cases of HDR, and they could
requi re 500 hours of HDR training and that woul d be
ridiculous and inpossible. So the intent of ny
recomrendationis to basically recommendtothe NRCstaff
t hat they i nvol ve the appropriate representatives onthis
commttee -- and | nean those that specialize inthe
nodalities in questionin the detailed nitty-gritty
negoti ation of these supplenentary criteria are.

It is not an attenpt to create nore
conplexity for you and the organization of this
commttee. It is basically reconmrendingtothe NRCthat
t hey need to i nvol ve representati ves of the community who
have t he t echni cal expertise and clinical experienceto
hel p fornmul ate these guidelines inaway that i s both

wor kabl e and saf eguards public safety.
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So |l just don't thinkit canbeleft to sone
i magi nary |l ocal site or toyou, yourself, with all due
respect. So | think it is extensive off-line
conversation that cannot be achieved in a short period --

CHAlI RVMAN CERQUEI RA: Wl |, why don't you
restate your notion, and we should vote on it.

MR. WLLI AVMBON: Ckay. The ACMJ reconmends
tothe NRCstaff that they involve qualified nmenbers of
the ACMU in the detailed discussions | eading to the
formul ati on of suppl enentary trainingrequirenents that
will allowboard certifiedradiation oncol ogi sts and
medi cal physicists to becone authorized nedical

physi ci sts and aut hori zed users in nodalitiesinwhich

they lack the specific training and experience thereof|.

CHAI RMAN CERQUEI RA: Ckay. So a noti on has
been proposed and di scussed. Wewi || call for avote.
Al'l those --

MR. GCRAHAM Well, we didn't get support of
t hat notion, and we never took the ol d notion off the
t abl e.

CHAI RMAN CERQUEI RA: | just asked himto
restate it. Do we want a second on that?

MR WLLIAVBON: Ckay. | withdrawthe first
moti on and put this one on the table then.

DR. NAG A slight nodification.
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CHAI RMVAN CERQUEI RA: Okay. So, yes.

DR. NAG You are sayi ng only nmenbers of the
ACMUI . For exanple, if we don't have nenbers of the
ACMJ who have expertiseinthat certain subject area, it
shoul d be nmenmbers of the ACMJI or a specialist.

MR WLLIAVBON: Ckay. | thinkthat's fair,
or invited consultants.

CHAI RVAN CERQUEI RA: Ckay. So do we have a
second on the nodified second?

DR. NAG | second.

CHAI RVAN CERQUEI RA:  Any further di scussi on
on this? Cathy.

MS. HANEY: Just a notation that those
meeti ngs woul d have to be public neetings. Sointhe
case where you said you didn't have soneone with a
specific specialty available, it would beinapublic
setting, and so t he menbers of the public coul d be there,
and | think that is getting at Dr. Nag's issue.

The ot her thing, too, is the way that Jeff
has referred to suppl enentary i nformati on. You needto
be very careful because youwant all therequirenmentsin
the rule, and that is one thing that we have been
preaching for the |l ast three years; that there are goi ng

to be no de facto regul ati ons and gui dance docunents.
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And in ny opinion the way that
recomrendation i s worded right now, you could | ead
sonmeone to believe that thereis another set of criteria.

And | think what Jeff is really talking
about is howtheruleisinplenented, versus coni ng up
w th supplenentary criteria, and | think that is an
i mportant distinction for the record.

MR. W LLI AMSON: That certainlyisavalid
clarification.

MS. MCBURNEY: | have a question on that.

CHAI RMAN CERQUEI RA:  Yes, Ruth?

MS. MCBURNEY: So there is goingto be no
addi ti onal guidance on how this is to be inplenented?

MS. HANEY: Well, we have the newreg t hat
is-- newreg 15.56, Volune 9, that basically tells you
howto apply for alicenseinthe nedical area, and it
has sone nodel proceduresinit for thedifferent itens.

But it is very clear inthe docunent that
those are strictly nodel procedures, and that there are
no de facto regulations in there. It is one way of
meeting it, that you can | ook to your professional
organi zation for ways of neeting it.

Soif fromthat standpoint, Ruth, yes, there

is a guidance docunent. But fromthe standpoi nt of
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trai ni ng and experi ence, we have tried very hard to stay
away from a breakdown of the hours.

Li ke, for exanpl e, peopl e have sai d t hat you
sai d 500 hours, and if we only do 10 cl assroomand 490 i n
t he practical environnment, are you goi ng to accept t hat,
and we have not commented on that at all.

So | do not envisionus getting down tothe
poi nt where we ar e sayi ng X nunber of cases, observe one
ganma st ereot acti c radi osurgery procedure, and you are
okay; or observe two or thisis the breakdown of hours,
because t hat was one of thethings that we triedto stay
away fromwith this rule making, was to get at the
prescriptive nature and |l eave the flexibility to the
di fferent organi zati ons and the boards, and at the
hospital |evel.

CHAI RVAN CERQUEI RA: | think thisis astep
away fromthat.

MS. HANEY: Well, it is not a step away
because i f you focus onthe inplenentation of the rule,
but if youare focusingit onthe inplenentationfor the
pur poses of breaking it downto case work | evel, then
maybe t hat i s somewher e where you don't want to go. And
| don't think we are in disagreenent, Jeff, are we?

MR WLLIAVEON Well, actually nyintent if
| were participatinginsuchadiscussiongroupwththe
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NRC, woul d be to sort of oppose such hi ghly prescriptive
measures, and try to get sonmething that is sort of
realistic and general as possible.

MR. AYRES: | woul d just conmment that Jeff
condi tioned his with board certified, and we do cone into
you with non-board certified T&E issues.

CHAI RMAN CERQUEI RA: Right. Al right. Let
me call for a vote. All of those in favor of the
proposed notion?

(A show of hands.)

CHAI RVAN CERQUEI RA:  Ckay. Eight infavor.
Opposed?

MR. GRAHAM | have to oppose this one.

CHAI RVAN CERQUEI RA:  Ckay. One opposition.
Abstention? Okay. So we have recorded a vote. Now,
this brings up a whol e | ot of other issues. | can see
t hat t he cardi ol ogy communi ty woul d nowwant to cone back
and propose sone changes for sone of these things,
al though let's go ahead with this.

Thereis alot of spin-offs. | don't know
i f we should basically foll owthrough w th sone of these
ot hers, or we should goontothe next item whichisthe
br achyt her apy procedures not covered by t he FDA approval .

What is the wish of the comnmttee? Do we
need further discussionor clarificationonthis? Jeff.
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MR. WLLIAMSON: | was going to suggest
anot her noti on.

CHAI RVAN CERQUEI RA:  Make your notion and |
will entertain whether --

MR. W LLIAMSON: All right. Whereas, the
ACMU bel i eves that board certificationinan appropriate
speci alty adequat el y prepares physicists to function
safely as aut hori zed nedi cal physicists and radi ati on
oncol ogi sts, the ACMJl recomends that the NRC st af f
undertake arule making initiati ve as soon as possibleto
basically restore board certification as asufficient
condi tion for being an authorized user or authorized
medi cal physicist.

DR. NAG | don't think | understand what
your intention is.

CHAI RVAN CERQUEI RA:  Yes, and why j ust
physicists? Wiy not all the others, and radi ophar nmaci sts
and --

MR WLLI AMSON: Because | amnot sure t hat
it is a problemfor anybody else. If it is, | would
certainly be adding themto the rule.

CHAl RVAN CERQUEI RA: Wl |, the clarification
now has been that way. Lou.

MR. WAGNER: I don't think that is
necessary, John Graham s i nterpretation of sayingthe
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rule doesn't need to be changed. W don't have an
opi nion fromthe O fice of General Counsel yet onthe
interpretation of this rule.

And furthernore what we have just saidis
the foll owi ng. That we have not changed therule at all.
The bi ggest problemthat i s being pointedout isthat if
you want to be certified in teletherapy, and in
Sstereotactic, or whatever, you need a year i n each one of
t hese.

The point isthat thereis alot of overlap
inthetraining. Youdon't need ayear specificallyin
this and then a year inthat, and then a year inthat,
because you can count what you have done in hereinthe
training, and nuch of the training is an overl ap.

You j ust need sonet hing that i s suppl enent al
to make sure that it adds up to a year for stereotactic,
but it doesn't have to be a full year init.

It just haveto bethat little suppl enental
thing, and heis just sayingto usethe expertise hereto
gi ve advice tothe NRCon howto get that. But don't go
down t o any nore addi tional rul e maki ng, and don't do any
of that stuff. That's all it is.

CHAl RVAN CERQUEI RA: | think | will take the
Chai rman' s prerogative and just go onto the next issue.
| wouldliketothank Dr. GIllinfor his presentati on,
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and we will go on to the next item which is
Aut hori zati on for Brachyt herapy Procedures Not Covered by
FDA Approval s by Donna Beth Howe.

We can probably go until 12:00 on this
because we don't real |l y need an hour and 15 m nutes for
lunch, andif we don't cover it sufficiently, we could or
we have got sonme tinme in the afternoon where we coul d
make up for the tinme and continue the discussion.

MR. HI CKEY: M. Chairman, this is John
H ckey. | just wantedtoclarify that inconnectionwth
this presentationthere was a witten docunment provi ded
tothe commttee by LeBoeuf, Lanb, Greene and MacRae,
representing the NOVOSTE Cor poration, and there are
peopl e here fromNOVOSTE i n case there i s any questions
with respect to this issue.

CHAI RMAN CERQUEI RA: Thank you, John.
Ever ybody shoul d have t he punched st abl ed, dated Apri l
13th, and there was a copy of the letter wasn't there
somewhere in here?

MR. HI CKEY: Yes.

(Brief Pause.)

CHAl RVAN CERQUEI RA: Al right. Dr. Howe i s
all set up with her audi o-visuals here, and she wi ||

define the issue.
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DR. HOWE: Actually, I was thi nki ng we nay
be able to go to lunch early.

CHAI RMAN CERQUEI RA: | doubt it. | doubt

DR HOMNE: My topicisthe authorizationfor
brachyt herapy procedures. | have got "and devi ces t hat
are not covered by the FDA." But | am going to be
focusi ng on t he procedures that don't have FDA appr oval
at this point.

And what | would liketodois kind of give
up --

CHAI RVAN CERQUEI RA: I f we coul d turn up Dr.
Howe's m crophone. Thank you.

DR. HOWNE: | amgoing to be focusi ng onthe
procedures that aren't covered by an FDA approval , and
what | amgoingtotrytodoistogivealittle bit of
an oversight, kind of a philosophical |ook at it.

And thi s i s an extensi on of what Bob Ayres
di scussed at the | ast ACMJI neeting. So we are just
goi ng to be | ooking for additional comments fromthe
ACMUI .

The i ssue i s shoul d brachyt herapy | i censi ng
aut hori zations strictly follow the FDA approved
i ndi cations for use. And at the |l ast neeting, the ACMJ
in general supported broader authorizations.
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Dr. D anond tal ked and essenti al | y support ed
a nore limted use that was in align with the FDA
approved i ndications for use. But in general the other
menbers were going nore to a generally supported.

And what we are going to be doing is
essentially | ooking at the nedi cal policy statenent, and
usingit. Thestaff is currently working on devel opi ng
a policy to address this issue, and we are goi ng to be
usi ng the nmedical policy statenment as a basis.

And i f you | ook at your handout, you wi ||
see what | have done is that | have m ni m zed t he nedi cal
policy statenent, nunber one, because that oneis not as
appropriate tothis discussionas two, whichisthe NRC
rul e of not intrudent to nedi cal judgnments affecting
patients, except as necessary to provide radi ati on safety
to workers in the general public.

But really the nost significant part of the
pol icy statenent i s goi ng to be statenment nunber three,
whichisthat the NRCwill, whenjustified by theriskto
patients, regulate the radiation safety of patients
primarily to assure the use of radionuclides is in
accordance with the physician's directions.

So that is the particular policy statenent
t hat we wi | | probably be usi ng as a basi c foundati on as
we devel op our policy.
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Wel |, we were kind of here before. Back in
1989, we had a petition for a rule nmaking fromthe
Soci ety of Nucl ear Medi ci ne and t he Ameri can Col | ege of
Nucl ear Physi ci ans that sai d for the radi opharmaceuti cal
drugs, we were being too restrictive.

We wer e enf orci ng the FDA package i nserts
for i ndi cations for use for t her apeuti cal
radi ophar maceuti cal use, and preparation for both
di agnostic and therapeuti c.

And we had aninterimfinal rulein 1990,
and if youlook at theletter fromthelawfirm you w ||
see areferenceto 1990. That was theinterimrule for
radi opharmaseuti cal s, where we al | owed physi ci ans to
di rect changes in the preparation of radioactive drugs,
and al so al | ow physi ci ans under the practice of nedi ci ne
to use radioactive therapeutic drugs for other
i ndications that weren't in the package insert.

And t he basi s for that was t hat t he package
inserts represent a positionthat the FDA nakes that the
drug i s safe and ef fecti ve when used for the indications
in the package insert.

It doesn't say that the drugis not safe for
any ot her purpose. It just saysthat it is safe for that

pur pose that they reviewed. So then in 1994, we
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publ i shed t he fi nal radi opharmacy rul e, and we had nmany
| essons | earned under the radi opharmacy rul e.

And t he one that i s nost appropriate to our
di scussion today is that NRC authorization for
radi oacti ve drugs were not goingtobelimtedtothe FDA
approved uses.

And one of the things that you shoul d notice
isthat the 1994 radi opharnacy rul e was a r adi ophar macy
rule. It was not a radi opharmacy and nedi cal devi ce
rule.

And 1l will giveyoualittlebit of history
now as to why we did not expand it to devices. One of
t he ot her things that we didinthe radi opharnmacy rul e
was one of the mmjor concerns was that if we had a
broader authori zation, it m ght appear as if the NRC was
gi vi ng physi ci ans perm ssi on to do sonet hi ng t hat t he FDA
m ght not agree wth.

And so to resol ve this issue, we added 35.7
to the regulations that said nothing in this part
relieves thelicensee fromconplying w th applicabl e FDA,
and other State and Federal, requirements governing
radi oactive drugs.

Now, what it alsodidis that it saidthat

thelicenseeis responsiblefor beinginconpliancewth
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applicable FDA and other State and Federal | aws
associ ated with radi oactive drugs.

We di d add devices at this point because
there was no reason that this statenment should be
restricted only to drugs; because prior to this
essentially what was happeni ng was that the NRC was
enforci ng FDA package i nserts whi ch were not neant to
necessarily be enforcedinthe way that we were doingit.

So we shifted the responsibility to the
l'icensee. And what | would |i ke to dois kind of give
you a brief historical of where we were back in 1994 with
devi ces.

You have seen t hat we had t he r adi ophar macy
rule for radioactive drugs. Well, in 1994, we had
essentially all of our nedi cal devices that were being
used for therapeutic uses, brachytherapy in particul ar,
were com ng through the traditi onal brachytherapy source
and devi ce approval sequence.

For FDAt hat neant a 510(k) process, and at
NRC t here was the -- it was the NRC seal ed source and
device registry, but the agreenent States are al so
feeding their information into this registry.

And so we had those two elenents very
tightly tiedtogether. NRCor the agreenent State would
wait for FDAto i ssue the 510(k), and t hat was t he neans
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by whi ch FDA all owed nedi cal devices to be legally
mar ket ed.

And as soon as the 510(k) was i ssued, the
agreenment State or NRC woul d add the device to the
registry. W would be workingontheregistry whilethe
510(k) process was goi ng on.

And we are focusing primarily on today's
di scussion with proposed uses. Well, what was the
situation w th proposed uses under the 510(k)? Under the
510(k) the determ nation that t he FDA nade was whet her
t he device was substantially equival ent.

The brachyt her apy sources were substantially
equi val ent to sources and devi ces t hat were on t he mar ket
prior to'76. So, it wasn't necessarily for themto end
up with el aborate proposed uses.

A brachyt her apy source was a brachyt her apy
source. Everybody understood that was goi ngto be used
for some f ormof cancer treatnment. So you di d not have
specific indications for use.

So you had that proposed uses could be
general, and in sone cases where the devices were
obvi ously sim | ar to sonet hing that was on t he mar ket
prior tothe nedical devicerule, youmght not even have
t he proposed use to address, because it was under st ood
what it would be for.
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So what do we have that is different today.
First of all, we have got a |ot of energing type
t echnol ogi es and newuses that didn't exist prior to' 76,
and you al so have a new nedi cal device rule.

We are a long ways from 1976, and so it
didn't make sense to continually say, well, this is
substantial |l y equi val ent to sonet hing backin'76. So
nowthe FDAin sonme caseswll requireclinical trials
prior to 510(k) approval.

That wasn't goi ng on very nuch back i nt he
"80s and the early ' 90s. And you al so had FDA pr e- nar ket
approval, and that's where vyour intervascular
brachyt herapy devices are coni ng through a PMA process|.

None of t he ot her devi ces cane t hr ough PVA.
The hi gh dose radi o after |oader, 510(k); the gamm
knife, 510(k). Sothisisthefirst device that we have
been seei ng over here at the NRCt hat has cone t hr ough
t he premar ket approval process.

And t here are sone addi ti onal devi ces t hat
are com ng through fromthe FDA Humani tari an Device
Exenption. Dr. Case at the | ast neeting tal ked about t he
t heraspheres in the Yttrium 90 m crospheres.

They are used for avery limted -- well,

what m ght be consi dered an orphan di sease. So their
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approval canme through the FDA Humanitarian Device
Exenpti on.

And so we are startingto see sonereally
very, very specific indications for use. In your handout
in the book, | have just given two. One is in the
radi ati on treatnent of a neoadjuvant to surgery or
transplantation in patients wth unresectable
hepat ocel | ul ar carci nons.

We never saw anything li ke that beforein
t he 510(k) process. The in-stent restenosis of native
coronary arteries. W never had t hose ki nds of specific
proposed uses.

What we had had in the past -- and | am
quoting from35. 400, and t he nost recent brachyt herapy
devi ce added t o 35. 400, was i n 1989, when t he Pal | adi um
109 was added.

And you wi | | see that the uses are as seal ed
sources i n needl es, and applicator cells for topical,
interstitial or intercavity treatnment of cancer.

You may have like the Strontium 90 I-
applicator for superficial I-conditions. Soyou had very
broadly stated --

MR. GRAHAM |'m sorry, but you nmade a

reference that we had this in our packet.
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M5. HOANE: No, you don't havethis. Thisis
in the regul ation.

MR GRAHAM W are all desperately whi ppi ng
t hrough pages here trying to find it.

MR. AYRES: It is 35.400.

DR. HONE: It is 35.400. | amjust going
fromthe regul ati on 35. 400. So as you can see, inthe
ol d 35. 400, the proposed uses were stated i n very broad
ternms, and what we are seeingthat isdifferent todayis
we are getting devices that are approved t hr ough t he FDA
process with very, very specific indications for use.
And that is one of our differences now.

Now, one of the other thingsthat isinthe
current 35.400, 500, and 600, which are our nedi cal
device regulations, is that you have very broadly
descri bed uses, and t hese sectors cover not only routine
clinical use, but also research uses.

And those research uses could either be
because the deviceitself isinvestigational, or because
an approved devi ce i s bei ng used for sone ot her research
pur pose.

Soit isinportant to keepinmndthat we
are dealing with both routine clinical use and al so

research use. Gkay. What was our |icensing approachto
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sonme of the new devices, like the intervascul ar
brachyt her apy.

Thisisthefirst tinethat we were deal i ng
with a device with a very specific proposed use. So
initially whenlicensees canme in and request ed use of
i ntervascul ar brachytherapy -- andinthis case | am
tal ki ng about the i mted specific nedical uselicensees.

The broad scope | i censees have a very, very
br oad aut hori zati on; medi cal research, and devel opnent,
and treatnment, diagnostic and therapeutic treatnment.

So t hi s has never been an i ssue for a broad
scope. They have great latitude. Soinitially what the
staff elected to do was t hat nost of our |icensees that
were limted specific were com ng in and asking for
exactly what was on the FDA approval.

And so whi | e we wer e devel opi ng an over al |
policy to address sone of the nore difficult issues, the
easi est way to get these aut hori zati ons out and |l et the
physi ci ans start using these newdevi ces, was t o approve
the usesaslinmtedtothe FDA approved i ndi cati ons for
use.

Now, today we are | ooki ng at and eval uati ng
t he broader use aut hori zation, sonethinginparallel to

where we were wi th t he radi opharmacy rul e where you are
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al l owi ng the practice of nedici ne for the newuses once
you have got a legally marketed device.

And so that is currently under revi ew, and
what you -- and what we have done as a staff is that we
have put out internal gui dance to our |icensing staff out
in the regions, and that internal guidance was the
i mted approval based on the FDAreconmmended i ndi cati ons
for use; in-stent restenosis of native coronary arteries
for intervascul ar brachyt herapy.

And now we are | ooking at revising that
gui dance and it is currently under revieww th the staff,
and we have not gotten the newgui dance out yet. Yes,
Dr. Nag?

DR NAG Yes. | think we have to associ ate
the laws of NRC and FDA. The laws of NRCis not to
regul ate t he medi cal use, but to seeto the radiation
safety side.

For exanple, if you have a device, it nmay
have a certai n FDA approved use that i s a medi cal use.
The radi ati on safety considerationisif it wereto be
used for another reason.

And thereforethat it is not the NRC srole
totake and useit for (a), but not for (b). But we have
tolook totheradiation safety portion, and | eave t he
medi cal use portiontothe FDA. So | think we have to
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divide the radiation safety issue fromthe nedica
i ssues.

DR. HONE: | think wew |l still nmaintaina
br oad description of the nedical useinorder toget it
intothe right category and ensure the right training and
experience.

DR. NAG Sure, but that is the Part 35 --
wel |, where you say that nothing inthis wll -- you
know, you still have to follow FDA regul ati ons.

DR HONE: And | think that is the direction
that we areintendingtogo, isto step back out of the
speci fic FDA approval, but we still haveto keepit ina
category that we can deal with for radiation safety
pur poses.

DR NAG Right. | wouldliketoremndthe
staff to dothat wordinginsuch away that they don't
have t o change t he wordi ng every tine t he FDA cones up
wi t h newuses of the sane devi ce, because t he radi ation
safety issues are going to be the sane.

CHAI RMVAN CERQUEI RA:  Comments. Jeff?

MR. WLLI AMSON: | wanted to poi nt out one
comment. You nmentioned that these were newdevices, and
t hat had not gone t hrough t he 510( k) procedure before,

and that's strictly speaking certainly not true.
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For exanpl e, the best cordis product isthe
sane interstitial brachytherapy seedthat has beenin
w despread use for malignant indications since 1970
approximtely. Soit is not anewproduct. It is sort
of safety features that the issues of dose cal cul ati on,
at |l east qualitatively speaking, are identical between
the use in a malignant indication and a benign
i ndi cati on.

Now, of course, the FDA, because of the
di sease process being treated, required additional
clinical trialstoextenditsusetothat. But it does
seemto ne that that i s sort of a medi cal i ssue, and why
woul d you want to get intoit, and not just sort of | eave
it tothe discretionof theindividual physician and FDA,
and ot her health oriented Federal agencies?

Why take it upon yourself to enforce
sonet hi ng that FDAis not goi ng to enforce. For exanpl e,
whet her you are going to use the Novoste source for
treatnment of in-stent restenosis treated with a 25
mllinmeter ballooninstead of a20 m!|lineter ball oon,
areyougoingto-- well, that's the concern, and so how
broadly or hownarrow y are you goingtorestrict users
tothe specificclinical trial conditions under whichthe
devi ces were devel oped. That's ny question and you have
heard ny conment.
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DR. HOWNE: Yes, and | think the nessage |
was tryingtobringforthis that we are | ooki ng at the
nmuch broader use aut horization and that's the direction
t hat we are going into.

| can't speak specifically astowhat it is
goi ng to be because we currently have t hat under revi ew
internally, but we are goingto be, | believe, goingto
a nuch br oader aut hori zation than you have seen w t h what
weinitiallydidwithour first |icense authorizations,
and we have not gotten that internal guidance out yet.

CHAI RMAN CERQUEI RA: It sounds |i ke sheis
agreeing with you essentially, Jeffrey. David, didyou
want to make a commrent ?

DR. DI AMOND: Yes, | think we can get to
I unch on tinme because at the | ast neeting si X nont hs ago
| was in the mnority position. Six nonths ago, ny
primary concern was that of the safety to the public
about having a very rapi d expansion to t he nunber of
br achyt her apy procedures bei ng perfornedin a situation
where sonme of these procedures may be perfornmed at
anatom c sites, where there is absolutely no data to
support its safety to the public.

My second concern si x nont hs ago was t hat by
t aki ng such a nove t hat we woul d ef fectively extingui sh
sone very inportant clinical trials that were m dstream
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because t hey woul d no | onger receive the fundi ng fromt he
corporate entities to pursue them

My t hi nki ng has changed si nce t hat neeti ng.
Firstly, since our |last neeting, there has been an
i ncreasi ngly anmount of data suggesting that at | east for
the coronary arteries, and to a |lesser extent the
superficial feral artery system that these techni ques
when perfornmed by appropriately trained teans of
cardi ol ogi sts, radi ati on oncol ogi sts, nedi cal physicists,
or as the case may be by i nterventi onal radiol ogi sts,
that if nothing el se, they appear to be safe in these
settings.

So that primary fear that | had was | ai d.
Secondarily, as anindividual whois kind of the director
of a programwhere we are treating a very, very large
nunber of patients, we face the constraints of howto
treat individuals who are clearly in need of sone type of
nodal ity, and t hat may not get this treatnent wthout
undue burden.

So per haps to summari ze ny t hi nki ng, | woul d
suggest that the staff of the NRCno |l onger instruct its
st akehol der s t hat FDA approved brachyt her apy treat nent
devi ces, that the use of these devices -- excuse ne.

That the staff of the NRCno | onger instruct
st akehol ders that for FDA approved brachytherapy
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treat ment devices that their usebelimtedtothe FDA
| abel ed indi cations al one.

I n other words, | amtrying to bal ance ny
concern for treating patients and gettingthis technol ogy
out there with ny concern of potential harm

I n ot her words, the patient who has had 3 or
4 in-stent restenosis involving astent that i s being
graphed to a non-surgi cal candi date, that patient wll
die. That patient may die, and may di e very soon unl ess
we can try sonet hing.

W don't knowclearlyif it works longterm
but certainly it appears safe. The safe thing coul dgo
for patients who may be at ri sk of | osing al eg because
of an SFA restenosis.

| say this with sone trepidation, of course,
because as soon as we go and nove to this broader
aut hori zati on, we coul d go and start havi ng physi ci ans,
sone of which have very littl e experience, start doi ng
t hi ngs that | woul d be very unconfortabl e w th, such as
treatnment of in-stent restenosis of the carotid
circulation, or perhaps in-stent restenosis of the
patient's tubular bacillar insufficiency.

But to try and wei gh bot h of these things,
| think we must go towards a broader use aut hori zati on.
| woul d strongly encourage t he prof essional societiesto
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recommend to their nenbers that if individuals or
institutions wishtolook at these different anatom cal
sites, that they be done on sone sort of an | RB approved
registry, or at | east sonme sort of registry which was a
mechani sm si x nonths ago and still is a nmechanism

But as you can see, ny thi nki ng has changed
to sonme extent. So |l would bew |lingto nmake a notion
to that extent.

CHAI RMAN CERQUEI RA: | amnot sure they are
asking for a notion, and | agree with the genera
support, is that we -- you know, that the NRC and t he
ACMUI are dealing with radiation safety.

There i s i ssues about ethicacy, whichis
really up to the FDA to deal wth.

DR. HOWE: And the practice of nedicine.

CHAI RMAN CERQUEI RA: And what ?

DR. HOWE: And the practice of nedicine.

CHAI RMAN CERQUEI RA:  And t he practice of
medi ci ne, and thereis al soissues about rei nbursenent;
that if sonmethingis not clearly FDA i ndi cat ed, HFCA may
not pay for it. But that is not anissuethat we needto
deal with.

So | think we are supporting of what Dr.

Di anond i s saying.
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DR. DIAMOND: | agree with you fully. MW

primary concern si x nont hs ago was t he potenti al effect

on public safety, andif we are rel easi ng a huge vol une

of newprocedures for whichthere was very little safety

data, if one excluded specific indications in the
coronari es.

And again keeping with that sanme exact

|l ogic, wwth the data that we see energi ng over t he past

six nonths, it forces nme to nodify nmy position as |

i terated.

CHAI RMVAN CERQUEI RA: Are there other
comments? Dr. WIlianson. \Wagner, |'msorry. The other
physi ci st.

MR- WAGNER: | just wanted to go back to the
medi cal use policy statenent that | believe the NRC has
adopt ed, whi ch says that the NRCwi || when justified by
risk tothe patients regul ate the radi ati on safety of
patients primarily to ensure the use of radi onuclidesis
in accordance with the physician's directions.

| think we have been down t hi s road before,
and | think the specific wording here puts us on very
shaky ground. \When they say to assure the use of
radi onuclides in accordance with the physician's

directions, how do you define that?
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We have been there before, andit isabig
i ssue. It is a matter of what they think is in
accordance, and what we think is in accordance. Two
broadly different ideas.

I think this wording here puts us on a
dangerous track again, and frankly I think it shoul d have
been si npl er, and say sonething like to ensure that the
use of radionuclides is prescribed by a physician.
Sonet hi ng very general.

But not sonet hing that says, well, was the
dose delivered at this point, and what it was neant to
be, and was it off by this nuch, and down the sane
doggone road. So | worry about this nedical policy
st at enent .

CHAI RVAN CERQUEI RA: Do you want t o conment ?

DR. HOWE: | guess with respect to ny
di scussion, it appears to nme that in this particular
medi cal policy statenent we are | ooki ng at the fact that
we are recogni zing the practice of nedicine, and the
physi ci an can nake t he det erm nati on of howthey want to
treat the patient.

MR. WAGNER: | appreciate that effort, but
| amj ust sayi ng that the wordi ng that you have got here

isnowrevisiting a paththat we have been down bef ore,

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

155
and where we run into problems with regard to
i nterpretation.

CHAlI RVAN CERQUEI RA: Do you have suggesti ons
for changing the wording, Lou, that would be nore
accept abl e?

MR. WAGNER: | have just seenthis, and so
itisamtter that | didn't have alot of tinetothink
about it.

But | would say primarily to ensure the use
of radi onuclides is under the direction of a physician,
period. It is under the direction of a physician, andit
doesn't have to be specific about it is inaccordance
with the physician's directions.

Vel |, what does that nean? Does it neanthe
physi ci an doesn't want to deliver a doseto acertain
poi nt, and he wants to put that in there, et cetera?
Those are his directions. Well, if itisoff byalittle
bit, is that outside those rules?

That is the thing that | want to get away
from and to sinply say that the radi onuclides are
delivered under a physician's prescription.

DR. HONE: Well, for these devices, you do
have to have awitten directive, and all we are | ooki ng
for isthat the procedureis giveninaccordance wththe
written directive.
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MR. WAGNER: All right. Sothentheissue
that | cone to is they are going to regulate the
radi ati on safety of patients in accordance with this
prescriptionagain. Tone, it isthe sanme probl ens t hat
we have revisited before.

| don't wish to nake an issue of it right
now. | just wishtobringthe point upthat | amafraid
that we are going down the wong road here.

CHAI RMAN CERQUEI RA:  John, and t hen Neki t a.
John, do you want to go first.

MR. GRAHAM Dr. Howe, could you just
clarifyinlight of the 1994 rul es that were established
for the radi opharmaseuti cal s? At | east the di scussion
t hat the ACMUI has had, where we generally supported
broad aut horizations.

VWhy did the NRCstaff instruct its regions
t hat individual |icensees had to accept a conditionthat
it was only to be used specifically as it was approved by
the FDA? | nean, it islike what went out tothefield
was di fferent than everythingthat got tal ked about at a
very high broad policy |evel.

DR. HOVE: | think there were issues
associ ated wit h devi ces t hat we had al ready addr essed
wi t h radi oacti ve drugs, but they had not been addressed
wi th the nmedi cal devices yet, and sothe staff wanted to
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devel op a policy and cone up with the best possible
policy.

And in the nmeantinme not be seen as a
hi nderanceinlettingthese devices be usedat limted
specific |licensee sites.

More of our limted specificlicensees were
com ng i n and were requesting aut hori zationto usethe
devi ces t hat had j ust been approved, and were m m cki ng
the indications for use on the FDA approvals.

So there was a good nmatch-up between
limting tothe FDA approval and what the | i censees were
asking for, and that gave us tinme to discuss and air a
| ot of the policyissuesthat youw || be seeing as we go
to a broader authorization.

So |l thinkit was done that way to expedite
getting it out while larger policy issues could be
di scussed and resol ved, and currently we are in the
process of resol ving those and anti ci pate com ng out with
a much broader authorization.

CHAI RVAN CERQUEI RA:  (Okay. Nekita and then
Dr. Brinker.

MB. HOBSON. Wl |, just buil di ng on what Lou
said, it seens to ne that goi ng back to nunber one inthe
medi cal use policy statenent, where you state the NRC s
m ssionis to regul ate radi onuclides in nedicinefor the
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saf ety of workers and t he general public, if you just
insertedthe work patientsinthere, thenyou could do
away with nunmber three totally.

Because | agree that the way that it is
wordedit isreallygoingtoget the NRCinreally pretty
deeply into aparticular case, and trying to deci de al |
the things that Lou said.

You know, was it the right anount and was it
theright i sotope, and was it delivered properly. And
unless it affects safety, why do it.

DR. HOWE: Well, | knowthat the ACMJI and
t he NRCj ust revised the nmedi cal policy statenent to be
t hese four itens, and so | think that is anissue that
you nmay want to bring up for further consideration. But
you have just gone through rule nmaking to get to these.

CHAI RVAN CERQUEI RA:  Jeff, and Dr. Bri nker.

DR. BRINKER: First, | wouldlike to thank
the commttee for allowingnetoattendthis neeting, and
| appreci ate the concerns brought up by comm ttee menbers
with regard to expanded use of intervascular
brachyt her apy.

| just have one questi on and one conment .
The questionis that the cardi ol ogy and t heir col | eagues

intherapeuticradiology areinabit of aparanoic state

because we have heard di fferent things fromdifferent
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sources pertaining to howwe can treat the actual patient
who shows up t oday or tonorrow, or yesterday, who has a
recent in-stent restenosis or a |onger in-stent
restenosis that requires a pull back techni que for
certain devices.

And these patients are often the npst
refractory and the nost critical totreat, andthereis
sone hesitancy to treat themon what we woul d normal | y
cal | a conpassi onate of f-1 abel basi s because of concerns
about our nuclear |icense.

So the first question | woul d have i s what
can we do today or tonmorrow to counsel physicians
involved in this every day practice; and the second
question | haveis once anofficial positionis taken by
t he NRC, howw | | that be propagated downtothe levels
of the treating physician, sinceit would be wongfor
industry to say it is all right, and you can do it.

It would be against FDA policy for
advocating an of f-1 abel use. So there nust be sone ot her
way of doing this in a responsible fashion.

DR. HONE: W th respect to conpliance with
FDA and off-label uses, that's going to be the
responsibility of the licensee, and FDA, to make a
determ nati on of whether that's significant tothemor
not .
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DR. BRI NKER: That wasn't actually ny
guesti on.

DR HOAE: But | woul d refer to John H ckey.

MR H CKEY: Yes, John Hi ckey. W have ways
of electronically transmttingthe positionto our own
l'icensing staff, and all of the agreenent States who
regul ate nmost of the hospitals.

And t hen we al so have a pool of about 30to
50 institutions that have expressed interest inthis
procedure that we would notify, and we woul d ask t he
agreenent Statestonotify their hospitals. Soit can be
done very quickly.

DR. BRINKER: And | appreciatethat, and ny
first questionis sort of -- well, when | get back t oday
and have a patient with unstabl e angi na, with in-stent
restenosi s and a stai n graph, and who has cone for his
third time and has no option, what do | do?

I mean, | knowwhat | will do, but howw ||
| suffer the slings and arrows for doing it?

MR. HI CKEY: Well, clearly the use woul d be
to ask for an anendnent to your |icense, and that could
be done very quickly on an energency basis.

CHAI RMAN CERQUEI RA:  Not as qui ckly.

DR. HOAE: No. No, what we have to do as we
are developing a larger policy issue, if we have
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i ndi vi dual patient concernissues, we handl e t hose very
qui ckly. 1 defer to John H ckey agai n for any conment s.

MR. HI CKEY: Well, we have energency
aut hori zati on procedures that go i nto ot her i ssues, and
we sonetinmes i ssue authorizations within m nutes of
getting arequest if thereis apatient that needs to be
treated.

CHAI RVAN CERQUEI RA: W have M. Heat on, who
is an FDArepresentative, and | would like to get his
coments on sone of these issues that have been
di scussed, interns of when a devi ce has been approved,
and if Dr. Brinker decides this afternoon that he is
going to use it independent of the radi ation safety
i ssues, what is the FDA's position?

MR. HEATON. Thereisreally two different
issues in here as far as | amconcerned. One is the
brachyt herapy, does i nterventi onal brachytherapy, and
prostate cancer i s goi ng through the 510(k) route, and
t hat was what | was tal ki ng about nostly here in the
presentation.

| don't have any real coment onthat. |If
you are goi ng through the i ntervascul ar route, FDA's
positionisthat it sinply statesin our | awthat the FDA

does not regulate the practice of nedicine.
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I f you want to use sonething off-1|abel,
that's a practitioner's preoperative to deci de howt hey
wi || use an FDA' s approved device. For FDAto becone
nore i nvolved inthe wholeissueisif youdecideto do
our own study toseeif youcan start doingit off-Iabel,
and then report that.

Then you need both the I RB, as wel | as an
IDE, to start doingit. But theindividual patient's
treatment is up to the practitioner.

CHAI RMAN CERQUEI RA:  So we have fromagain
the NRCthat they want to stay out of the practice of
nmedi cine. The FDA, alsowithincertainlimts, feelsthe
sane way. So | think we are getting sone uniform
consensus. John, and then Davi d.

MR. GRAHAM  Well, | guess in summary,
because | think part of it isthistimngissue, and part
of it isinthetradition of the NRC, you send out a
fairly prescriptivelimtedinterpretationwhilethe
policy was being debat ed.

But as | understand it as a |ay
adm ni strator, and not as a practitioner, that there are
patients that right now create an essentially | egal
dilemma for practitioners because they will be in

violationof the NRCrestrictionsontheir licenses if
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t hey uses these devices beyond the FDA indication,
correct?

Now, | understand t hat you have ener gency
aut hority to send out communi ques, and so | guess | woul d
suggest that this group may want to pass as a noti on t hat
ACMU recommends i nmedi at e NRC accl anati on of t he concept
of broad authorization for brachytherapy |icensing,

rather thanrestrictingthe licensing authorizationto

strictly follow the FDA approved indications for use.

MR AYRES: Could | nmake a correctionto one
t hi ng, Donna-Beth, and | think it is inmportant tothe
exanple. We didn't stick conpletely with the FDA
requi rements. We didn't includethe word native, and so
t he exanpl e t hat was gi ven about the staff and the stain
graph would not be in violation of our current
aut hori zati ons.

DR. HOWE: Okay.

DR. DIAMOND: It is very difficult, Bob,
trying to guess what the intent was in that type of
| anguage. | nyself nowthat yousaidit have treated a
nunber of people with STP graphs, because that is ny
interpretation. But alot of other folks won't do it
because of that paranoi a.

But to answer the question of what can we do
to hel p our patients inthe imediate future, I would
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support that the commttee at this tinme address a
resol uti on sonewhat al ong the | i nes of what John has j ust
put forward, and that we ask that the NRC staff
promul gate thisinavery effective fashiontoall of its
st akehol ders, particularly the agreenment States.

And t hat indi vidual s or institutions that
have broad scope licenses, such as Hopkins or ny
institution, that would allowus to i medi ately start
doi ng these procedures for institutions that have a
limted scope |icense.

They coul d go and nodi fy their |icensesto
reflect this newl anguage as well. So | think what you
could seeisif we nove today a |l arge nunber of centers
very, very qui ckly and be able to providethistotheir
patients.

CHAI RVAN CERQUEI RA: So | interpret that as
a second to John's nmotion; is that correct?

DR. DIAMOND: In a very | oquaci ous way, Yyes.

DR. HOWE: | amjust slightly confused,
because your broad scope | i censure al ready has a very
broad aut horization, and they are not l[imted to --

DR. DI AMOND: Paranoia will destroy you
t hough as they say, and we get very concerned, or the

admnistration and the radi ati on safety office gets very,
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very concer ned about goi ng out there -- the practices get
very concerned about nmedical liability issues.

So this type of affirmati on woul d nake al |
of us feel alot nore confortabl e; and t hen secondarily,
it wll allowthelimted scope holders to go and nodify

any licenses that they need to nodify.

CHAI RMVAN CERQUEI RA: A comment from John.

MR. GRAHAM Let ne just state what | am
reconmmendi ng as the notionthat | think that Dr. D anond

i's proposing to second, because it istotry and give

that type of clarification of broad |icensees as well.

It's that the ACMJ recomrends i nmedi at e NRC
affirmati on of the concept of broad aut hori zation for
brachyt herapy | i censing, rather thanrestrictingthe
l'icensing authorization to strictly follow the FDA
approved indications for us.

So by maki ng t hat statenment, you are gi ving
a |l evel of guidance to the broad |licensees as wel |l of
wher e t he boundaries are beingset. Andall | think | am
doing is trying to facilitate what you have been
di scussing is where the staff has |anded on their
recomrended interpretation of this policy anyway.

CHAI RMAN CERQUEI RA: | think againthat is
a very good restatenent. One nore comment fromJeff, and
then | think we should try to wap it up.
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MR. W LLI AMSON: Just to support this sort
of i ssue of the sort of paranoia, | read fromsonet hi ng
fromthe ASTRO |ist server received on April 17th.

And | quote, "Arepresentative fromthe
Nucl ear Regul at ory Comm ssi on has i ndi cat ed t hat any of f -
| abel use of intervascul ar brachyt herapy ot her t han FDA
approved indication wll be considered a ms-
adm ni stration.”

So | think that i s what you have to counter.

CHAI RMAN CERQUEI RA:  So | think you have
gotten a sense fromthis commttee that everybody is --
and even the FDA didn't feel that they are going to
regulate it that tightly.

So we have a notion on the fl oor that has
been seconded, and we have had di scussion. |f thereis
no further discussion, | call for a vote on the
commttee. All those in favor of the proposal?

(A show of hands.)

CHAI RMAN CERQUEI RA: Nine in favor.
Opposed? Abstentions? So, one abstention fromRuth,
representing the agreenent States.

| think you have gotten a fairly consi stent
f eedback fromal |l of the people here, andagainit isin

linewiththe Part 35 revision, whichisto stay out of
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the practice of nedicine, andreally deal with radiation

saf ety.

Al right. | think we should break for
lunch. We will make every effort to start at one
o' cl ock.

(Wher eupon, the advisory committee was

recessed at 12:09 p.m)
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A-F-T-EFR-NOON S-E-S-S-I-ON
(1:00 p.m)

CHAI RVAN CERQUEI RA: Al right. | would
i ke to wel cone everybody back for the afternoon sessi on,
and a coupl e of peopl e saidthey have i ke six o' cl ock
flights, and so later onin the agenda there is sone
items that will not be discussed as | ong, and we nay
actually get donealittlebit earlier, whichwould be
very useful.

The first presentationafter thelunchis
goi ng to be Physi cal Presence | ssue for New Brachyt her apy
Procedures, Presence of nedi cal Physicist, Cardiol ogist,
et cetera, and Fritz Sturz will be presenting that.

MR. STURZ: | think as you heard in your
| ast neeting back i n Novenber, and i n previ ous sessi ons,
the new brachytherapy treatnent systens have been
approved by FDA in Novenber, and | won't go into that.

But what we want to tal k about today isto
identify the nedical personnel to be present during
i ntervascul ar brachyt herapy treatnments for in-stent
restenosis, and | want to focus on what skills needto
conme into play here for the radi ati on safety of patients
and workers.

It i s not necessarily who needs to be here,
but what skills need to be brought tothe plate. Onthis
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slide, wejust try to break down sone of the procedures
for i ntervascul ar brachyt herapy and who bri ngs sone of
the critical skills and --

DR. NAG  Excuse ne, but before you go
forward, howdi d you nake t hese det ermi nati ons? Howwere
t hese determ nations done?

MR. STURZ: This is just kindof [ookingto
see what the skills were and who m ght be t he pri nci pal
parties.

DR. NAG Is that from your or from a
society, or is that froma governing body?

MR. STURZ: Thisis just fromwhat we have
as far astheinformation fromFDA approval. It isjust
up there for discussion, and it is not necessarily

CHAI RMAN CERQUEI RA: So | guess thisis an
NRC attenpt to identifying who is doing what.

DR. NAG But thisis not fromany body or
pr of essi onal society?

MR. STURZ: No.

DR. NAG There are publications on this
already. There are official publications that are
printed.

CHAI RMAN CERQUEI RA:  There are various

pr of essi onal nedi cal societies that are worki ng t oget her
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totry and cone up with sone definitions of whois doing
what .

MR. STURZ: This is just to show that
di fferent people areinvolvedindifferent parts of the
process. It is not hard and fast there. Thisis just an
exanpl e.

I n your handout that was provided in the
previ ous neeting, it showed sone background on howwe got
t o where NewPart 35 requirenments to have t he physi cal
presence for hi gh dose rate after | oadi ng devi ce, both
aut hori zed user and t he aut hori zed nedi cal physi ci st
bei ng present during initiation, and during and
t hr oughout the treatnent.

So thisis what we want to focus on, on who
needs t o be present during intervascul ar brachyt her apy,
both during initiation and throughout the whole
treat ment.

So ri ght nowour |icensing gui dance to our
regi on says that the authorized user and t he nedi cal
physi ci st, or RSO, needs to be present and consi st ent
with the FDA gui dance, and al so the interventional
cardi ol ogi st .

DR. DI AMOND: Excuse ne, sir, but in the

present -- if we are di scussi ng SFAs, | woul d assune t hat

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

171
aninterventional radiol ogist, if he or she does t hat,
woul d be appropriate as well?

In other words, when you say that the
physical treatment of theteam thisis for intracoronary
radi ation. But if you are tal ki ng about the superficial
feral artery system 1in nmany cases it is the
i nterventional radiologist doing it.

And it just depends on the trainingandthe
specifics of that institution, and whether the
radi ol ogi st or the cardiologist is doing it.

MR. STURZ: Well, we understand that a
cardi ol ogi st is goingto be doingthe procedure, and it
gets down to the radiation safety, and it is the
aut hori zed user and nedi cal physicist until suchtinme as
t he cardi ol ogi st beconmes an aut hori zed user.

DR. DI AMOND: | think you m ssed the point.
| guess what | amsayingis that what you have i s correct
for the coronary circulation.

MR. STURZ: Yes.

DR. DI AMOND: But we al so are nowstarting
totreat the extremties, such as theferal artery, which
isinyour thighessentially, andin that case dependi ng
on where you are, in sone institutions it is an
i nterventional radi ol ogi st and not a cardi ol ogi st t hat
does the procedure, although sone interventional
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car di ol ogi sts of course do peri pheral vascul ar work as
wel | .

MR. STURZ: 1t woul d have t o change, but |
guess the issue is that who needs to be there for
radi ati on safety.

CHAI RVAN CERQUEI RA:  And | guess t he ot her
questionthat | haveis it nmedical physicist or RSO, or
do you al ways need t o have a nedi cal physici st present,
and he could or may not be the RSO

MR. STURZ: That's ki nd of what we want to
di scuss here today.

CHAI RMAN CERQUEI RA:  Okay. So a | ot of
t hese t hi ngs are goi ng t o be di scussed rat her than j ust
being --

MR. STURZ: Yes.

CHAI RVAN CERQUEI RA:  Okay.

MR. STURZ: So just tolet you knowthat in
t he past coupl e of weeks we have gottentwo lettersin
fromtwo different nedical societies, and that they
endor se t he approach, the teamapproach, that t he NRC and
t he FDA has taken, and that it should be continued.

The Aneri can Col | ege of Radi ol ogy and t he
Soci ety of Cardi ac Radi ol ogy and I nterventions al so
commtted to developing a curriculum and training
standards, which include clinical experience and

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

173

di dactic, and they sai d that woul d t ake about 18 nont hs
for themto prepare and submt to the NRC for our
consi derati on.

CHAI RMAN CERQUEI RA:  Just a t ypographi cal
error. That shoul d be t he Anmeri can Col | ege of Cardi ol ogy
on top, and not radi ol ogy. That would be afirst, the
two of them working together.

DR. NAG When you have a society
recomendati on already there, there i s the previous
publication that is already there on intervascul ar
radi ati on and personnel issues that have been publ i shed,
and t hat were sent to t he NRC about a year - and- a- hal f ago
in one of the earlier neetings.

So | can give you a copy of that.

MR. STURZ: So sone of the points that we
just threwout for discussionanddon't limt yourself to
t hese questions, but obviouslyit isinportant to have a
trai ned physician available at all timestorespondto
enmergency situations that require source renoval.

And | guess the question before us is does
the inherent risk of high dose rate intervascul ar
brachyt herapy, whether it i s manual or renote, justify
both the authorized user and the authorized nmedi cal
physicist to be physically present throughout the
treat nent.
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Or canit be sonmebody who has been trai ned
inthe operation, but is under the supervision of the
aut hori zed user be present. If not both of them then
could it be either of the authorized users, or the
aut hori zed nedi cal physici st.

O can we | eave the decision up to who
should be physically present be the responsible
aut hori zed user; or is there sonethingdifferent that we
can use besi des physi cal presence or oncall. These are
the kinds of things that we would |ike to have you
di scuss and get sone recomendati ons.

CHAI RMAN CERQUEI RA:  Wel |, maybe we coul d
just go through the questions, and there is five
gquestions up there, and maybe we could try to address
each one individually.

And | guess the answer to nunber one, |
t hi nk you needed a trained physician.

DR. ALAZRAKI : Are we tal ki ng about under
the current rules or the new rul es?

MR STURZ: Well, right nowwe are under the
current rul es, but six nonths fromnowwe coul d be under
the new rules, and so we would |like to hear both.

DR. NAG And are we only tal king about

i ntervascul ar brachyt herapy hi gh dose rate, or are we
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t al ki ng about all intervascul ar, or are we tal ki ng about

all high dose rates? They have different inplications,.

MR. STURZ: | think we arelimtingit to
hi gh dose rate 1 VB.

DR. NAG So intervascul ar, high doserate
i ntervascul ar only?

MR. STURZ: Yes.

DR. NAG  Okay.

MR WLLI AVSBON:  And what i s your definition
of high dose rate?

MR. STURZ: It is in our guidance.

MR. AYRES: It is in your rules that you
have in front of you.

CHAI RMAN CERQUEI RA:  What does the | CRU
stand for, Dr. Nag?

DR. NAG The I nternational Conm ssion of
Radi ati on Units.

MR. W LLI AMSON: Radiological Units and
Measurements.

CHAI RVAN CERQUEI RA: Wl |, for point one, |
think we would all agree that you need to have a
physician present for any sort of intervascular
procedure, because sonebody has to introduce the

cat het er.
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Does anybody feel confortabl e that oncethe
catheter is in there that a physician is no | onger
required?

MR. WLLIAMSON: | think the questionis
nore focused t han you are making it. Does a physici an
need to be there to i npl enent the energency response if
sonet hi ng happens, and not take care of the patient.

CHAI RMAN CERQUEI RA: Ckay. It does say
source renoval .

MR. WLLIAMSON: Yes, but they are not
concer ned about the quality of practiceininterventional
cardi ol ogy per se, but does sonmebody with specific

training, whose job it istorespondto-- well, for

exanpl e, the equivalent of a source detachnent in HDR

CHAI RMAN CERQUEI RA: Wl |, | guess as | ong
as the catheter is still in the patient, you need a
physi ci an there.

MR. WLLIAVMSON: | think that is correct,
since basically inthe procedure the physicist is sort of
st andi ng aside that i s goingto be the cardi ol ogi st or
radi ati on oncol ogi st, and there w || be sone physi ci an
that i s mani pul ating the cat heter, who will probably grab
a hold of the thing and naturally be the first to

respond.
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And it is probably | ogical to saddl e that
person, or burden that personwiththe responsibility for
havi ng the additional training.

DR. NAG | think what you need in that
nonent of energency i s sonebody who in asplit second can
think in both directions, and think as a physi ci an, and
therefore be confortable renoving the catheter or
renmovi ng the source wre.

And al sointhat split second, al so has the
radi ati on background to think of all the radi ation safety
aspects. So you need or there definitely has to be a
physi cian, and it al so needs to be a physician with
sufficient trainingin radiationsafetyto knowall of
the radi ation safety issues.

CHAI RMAN CERQUEI RA:  Jeffrey.

MR, WLLI AMSON: Well, just as a sort of
general coment, | think maybe there are two sort of
axi ses t o exam ne here i n deci di ng what physi cal presence
nmeans.

| think oneaxisistinme. |f something does
happen, how qui ckl y does soneone need to respond i n order

to correct it to avoid a nedical event or

m sadm ni strati on. | think that would be the issue.

And | think there woul d be a big difference

bet ween t he best cardi as syst emwhi ch m ght have a 15 or
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20 mnute treatnment tine, and the current Novost e system
whi ch woul d have a very short tine.

And a radi oactive stent for exanple, if it
wer e depl oyed woul d obviously be adifferent tinme scale
al t oget her, and you coul d i magi ne di fferent ki nds of
products in the future.

So one issue that relates to physical
proximty is howlong do you have torespond. So athree
m nut e response ti ne does not nean t hat t he person needs
to be standingintheroom A 15 secondresponsetine
means t hat they do. The second axis, | think, of the --

CHAI RVAN CERQUEI RA: Wl |, let's tal k about
that first one, because obviously if sonethi ng happens,
you need to take i medi ate action, and we have agreed
t hat a physi ci an needs to be there who i s mani pul ati ng
the catheter, whether it is a cardiologist, an
i nterventional radiologist, or --

MR. WLLIAVBON: Could 1 finish? It really
isinmportant for me to finish ny comment, because it
i npacts --

CHAI RVAN CERQUEI RA: Vel |, you wer e goi ng on
to the second one.

MR, WLLI AMSON: Yes, but they are rel at ed.

CHAI RVAN CERQUEI RA:  Okay.
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MR. WLLIAMSON: The second axis is the
techni cal conplexity of the device. Now, sone devi ces,
i ke the typical high dose rate and pul se dose rate
renote after | oading systens are fairly conplicated
systens, and it takes asignificant | evel of techni cal
skill sonetinmes to recogni ze that an energency has
occurred, andto sort of be abletorespondto contain
it.

And | think that i s one of the nmaj or reasons
for requiring a physicist tobethere, for exanple. Now,
| think these two axises could be different in
i ntervascul ar brachyt herapy than they are for typical
hi gh dose rates.

So one could make the case with some of
t hese net hods t hat maybe t he mani pul ati on of t he devi ce
is sufficiently sinple that you don't have to have a
physicist onthe front lineto be ableto sort of maybe
pull the catheter out.

It is not rocket scienceto figure out that
it isinthe wong place or that it has been too | ong.
So | guess they are related in that sense. So it is
techni cal conplexity, whichistheability torecognize
sonet hi ng has gone wong, and then response tinme if
sonet hi ng has happened.

CHAI RMAN CERQUEI RA:  Ri chard.
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DR. VETTER: You are using the word
avail abl e in here, andinthe background materi al that
you gave us, you used two di fferent terns, physically
present and i nmedi ately avail abl e.

Sothat thisis different, nunber one, than
ei ther of those. And physically present means within
hearing di stance, the distance of the normal voice;
wher eas, i mmedi at el y avai | abl e neans avai | abl e on an on-
call basis, such as by tel ephone.

MR. STURZ: Woul d there be different
si tuati ons where bei ng avai |l abl e on cal | woul d be nore
appropri ate than physi cal presence? | think that these
are ki nd of sonme of the issues that nmaybe there i s a need
for sonebody t hat nmay not be needed right thereinthe
treatment room but coul d respond wi thinashort anpunt
of tine.

DR. VETTER: Well, for |1VB brachytherapy,
you need an oncol ogi st just to be there. | nean, under
the current rul es; or a cardi ol ogi st, one or the ot her
anyway. You need a physician there i nplenmentingthe
technique. Soit is alnost anoot point. There hasto
be soneone there.

CHAI RVAN CERQUEI RA:  Dr. Brinker, you had a

coment ?
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DR. BRINKER | think | was goingto pretty
much echo what you just said. | think nobody coul d argue
wi t h point nunber onethat it isinportant for a properly
trai ned physician to be available at all tines.

And | was going to bring upthe point that
t here are two probl ens that can occur with this formof
t herapy. The npost common probl emt hat woul d require an
i rmedi at e response i s acute i schem a due to t he physi cal
presence of the delivery system

And t hat i s best handl ed by t he cardi ol ogi st
changi ng t hat physi cal presence in sonme way. The ot her
issueis apotential nowdepl oynment if youw Il of the
source train.

And t hat the way that the guidelines are
wittennow, it istheresponsibility of the radiation
oncol ogist. | think as things evolve that | would
strongly suggest that thereis someflexibility built
intothe approach that the NRCtakesto allowsites to
quality their properly trained physicians in an
appropriate fashion, sothat all three nenbers of this
very i nportant teamneed not necessarily be physically
t hr oughout the entire procedure, whichis what | would
suggest.

But | thinkif youwant tojust |ook at Item
nunber one, that's fine. Theissueis properly trained
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| think needs alittlebit of flexibility. But youdon't
have to work on that right now to accept that point.

CHAI RMAN CERQUEI RA:  Any ot her comment s?
Dr. Nag.

DR. NAG | think since we are startingto
make rules, | would like therules to be doneinsucha
way that they will be applicabl e not only to the nethods
t hat we are using today, but al so the nethods t hat we
wi |l be using tonorrow.

For exanpl e, today, yes, you are using a
hand hel d urani umwi re or the stronti um But tonorrowwe
are going to be using HDR, or whatever. | think we
shoul d make t he rul e broad enough so t hat t omorr ow we
don't have to reissue our rule again.

So nmy comment that | amgoing to make is
with that inmnd. That, one, that the personnel who are
t here woul d depend on whi ch exact equi pnment i s being
used, becauseif it isarenote HDRapplicator, that is
quitedifferent from let's say, if you have sonet hi ng
with strontium

| think that is oneinportant thingthat you
shoul d keep in m nd when you are maki ng these rul es.

CHAI RMAN CERQUEI RA:  So how do we go and
writerules that can gui de us many years intothe future
when we don't know agai n what sone of these may be?
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In other words, we spent a lot of tine
earlier today trying to avoid nitpickingness inrules and
regul ati ons wit hout -- inother words, that you don't
identify specific systens and the details of particul ar
t echni ques.

So how can we acconpl i sh your goal w t hout
bei ng overly prescriptive?

DR. NAG Well, I think that is a good
guestion. | woul d suggest that these treatnents are only
bei ng done over a period of 3 to 15 or 20 m nutes.

And thereforeif eventhereis a high dose
rate after | oader, youwuld be 2 or 3mnutes, andif it
needed a manual hi gh dose rate after | oader, it woul d be
about 10 or 12, or 15 m nutes.

So all of themare within that time frame, no matter
whi ch of the equi pment we are using.

Some may bealittle shorter, but some will
be alittle | onger, but not nuch nore than 15 or 20
m nutes. So the personnel that we have | think we can do
keeping that in mnd; as opposed to sonething |ike
stents, where it is in there permanently.

And so | amt al ki ng about the renoval, only
t he renoval system and we have one set of rules, and for
t he permanent |y pl aced system |ike the stent, we have a
separate set of rules.

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

184

MR. STURZ: But againstentsis not really
the primary techni que for discussion today.

DR. NAG Right.

MR. STURZ: So again, | don't want to get
too prescriptive on the details.

CHAI RVAN CERQUEI RA:  Yes, this was an i ssue
t hat over the last two years that we have had nul tiple
di scussi ons, and since we didn't have an approved system
when we were tryingtodraft Part 35 revisions, we put
this intothe energi ng technol ogy category, the 35.1000.

W are getting tothe point nowwhere there
are sone devi ces that are approved, and we need to at
| east start tothink about it, and | think that i s what
this discussion is going to be on. Naom .

DR ALAZRAKI: | thinkthisisentirely too
prescriptive a di scussi on, and we shoul d be t hi nki ng nore
ingeneralities that are nore appropriate |l think for the
NRC to be tal ki ng about for protection of personnel and
of the public.

You have defined ateam and | don't think
we shoul d be sayi ng what or howthe practi ce of nmedi ci ne
should go on for this individual patient.

You have defined a team and perhaps you
want to state sone of the radi ati on safety requirenents
inthe sensethat theteamw || ensurethat therew || be
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mnimal or no -- mniml to no possibility of any
radi oactivity |leaving the intended | ocati on.

And that if that shoul d occur, the teamw ||

be capabl e of responding in the appropriate tinely

fashion to correct the problemand so forth, you know.

But | don't think we shoul d be tal ki ng about
exactly prescriptively for each devi ce howthings are
goi ng to work.

CHAI RVAN CERQUEI RA:  Jeffrey.

MR. WLLIAMSON: | was goi ng to suggest a
slightly different tactic, andit is different than what
Naom suggested, but | woul d say that we t hi nk what is
about in 35.400 and 600, and t hi nk whet her t he devi ce - -
how simlar or different the device is fromthere.

Now, for exanple, a full-blown single
st eppi ng source renote after | oadi ng device, thereis a
fairly carefully worked out scenari o of who has to be
t here.

So | think for anintervascul ar treat nment
out si de of the cardi ac tree, where t he pati ent woul d be
treat ed nowadays wi th a conventi onal renote after | oader,
it seens to me that thereis noreason what soever to have
sort of special regulations.

It is already covered and the requirenent is
t hat a nmedi cal physicist be there all the tine, and
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aut horized user there to start the treatnent, and a
properly trained physician, and not necessarily the
aut hori zed user, be theretoinplenent certain parts of
t he ener gency response procedureif it i s necessary and
| eave it at that.

And | woul d say t hat sone devi ce that has a
t echni cal conpl exity conparabl e to the single stepping
source renote after | oader may be t he sane approach, and
m ght want to be used.

Now, manual brachyt herapy on t he ot her hand,
no matter howhi gh a doserateit is, does not require
conti nual physical presence of the authorized user or the
physi ci st.

It requires a physicist appropriately to be
i nvol ved in calibration, and checking the cal cul ati on.
It involves the authorized user to be there at the
initiation of therapy, and I think the requirenents
shoul d be t hat sonebody -- and | think a physician from
t he sense of the di scussion here, and who i s properly
trained torespondto an energency condition bethereif
it is necessary to pull the source train out.

That certain manual woul d cover the best
systemthat is now avail abl e, and we coul d argue or
di scuss where t he Novost e systemor sort of m ni-hand
held renote after |oaders like that fall.
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My sense woul d be that maybe it coul d be
treat ed as an al nost manual brachyt herapy device. So
that i s another way to think about it.

DR. DI AMOND: Do you think then fromour
di scussion that it would seem that you are fairly
satisfied that there are current regul ati ons on t he books

t hat woul d go and address the vast mpjority of these

techni ques; is that the sense that you are conveying?

I n ot her words, manual |y | oaded, or arenote
after load system there appears to be -- there are
regul ations t hat woul d cover these procedures to your
sati sfaction?

MR. WLLIAMSON: | think so, and | think
t hey --

DR. DI AMOND: Because | think they do.

MR WLLIAVBON: | think they allowa |l ot of
flexibility. They are carefully thought out, takinginto
account both the sort of conpl exity axis and response
time axis to reflect the standards of the comunity.

| don't seewhy a 20 mnute treatnent inthe
case of malignancy is any |ess dangerous or nore
dangerous than a 20 m nute treatnent inthe cardi ac tree
for a conparabl e dose.

DR. DIAMOND: | agree with you. | think
t hat the di scussionis al nost noot because to nme hi gh
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dose brachyt herapy i s hi gh dose brachyt herapy, and t he
di stinction is manual versus renote.

MR. WLLIAMSON: | think so.

DR DI AMOND: And the regul ations are there,
and they work, and people are protected.

CHAI RVAN CERQUEI RA: | guess the issue with
sone of these hand hel d manual type devices is that they
are energi ng technol ogy inthe application, and so the
di scussi ons that we have had i nt he past was t hat t hey
woul d probably need to be rel ooked at inthe future when
t hey wer e approved and consi der ati ons bei ng made. And
which I think is still under discussion.

DR. NAG  Manuel, one thing.

CHAI RVAN CERQUEI RA:  Yes.

DR. NAG | think here agai n as an energi ng
t echnol ogy, we haveto differentiate the two i ssues. (ne
i s the nedical necessity and t he nedi cal applicability,
and the radiation safety.

The radi ation safety i ssue, even though this
is an energi ng technol ogy, instead of usingit inthe
esophagus, you are using it in the coronary vessel.

The nedi cal applicability andthe medical
indications are different, but the radi ation safety

i ndi cations are exactly the sane as whet her you are usi ng
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the high dose rate in the coronary vessel, or in the
esophagus, or in the |ung.

And | agreew th Jeff that the regul ati ons
of fer the use of any hi gh dose radi ot herapy i s al ready

wor ked out in other organs, andinterns of the radiation

safety issue, it is no different doing it in the heart|.

So, therefore, instead of trying to make a
new set of regulations, try toinplenent the sane set of
regulations and it is nmuch easier for everybody.

CHAI RVAN CERQUEI RA: | think those are good
poi nts. W have had di scussi ons hereinthe past from
t he cardi ol ogy community. We had Dr. Razner here | ast
time, and we have had Dr. Warren Laskey in the future,
and t her e was sone di scussi on whet her t hese t hi ngs woul d
be done energently.

Wel |, youdidn't have all the appropriati al
electivetinetodoall these procedures, and t here was
atineelenment onthings that youneededtoinitiate for
treatnment in a tinmely fashion.

And t here were i ssues rel ated t o how many
peopl e di d you need t here, and what woul d be t he traini ng
requi renents. And there was some input from the
cardi ol ogy communi ty that there woul d be consi derabl e
del ays introduced rel ated to pati ent safety by having a
whol e team appr oach.
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DR. DI AMOND: So, for exanpl e, we di scussed
it with Dr. Rasner |last tinme that the outconme of the
patient is our primry concern. However, if you follow
the sanme logic that time is always of the primary
i nportance, then by extension, one could do these
procedures w thout any oversight whatsoever.

And theninthat regard, thenyouarereally
starting to nove in an area where there may not be an
appropri ate degree of oversight in my opinion.

For exanple, let's say that at two o' cl ock
in the norning a person is having an acute M, and
sonmeone wants to use vascul ar brachytherapy. I
personal ly think it woul d be extrenely dangerous to t he
public safety to have t hese procedures bei ng done by a
car di ol ogi st and a cardi ol ogi st al one in the m ddl e of
t he ni ght.

| just can't even beginto fathomthat type
of thing. Sol fully understand that particul ar poi nt of
urgency, but we can't go and sacrifice that tinme urgency
for the primary case of safety and oversight.

CHAI RMAN CERQUEI RA:  Wel |, | don't think

t hat was the point, but Dr. Brinker, you had a comrent|~

DR. BRI NKER: Thanks. This is obviously a
very conpl ex i ssue and technol ogy i s evol vi ng such t hat
many of the classical relative roles will change.
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And what | woul d propose is to think about
flexibility nowso that when one can adjust abit tothe
future. But | would like Dave to take away the i dea t hat
cardi ol ogi sts woul d consi der doing this all by hinself in
t he m ddl e of the ni ght for an energency, because | don't
think that is appropriate.

On the other hand, | can tell you a true
probl emas a practici ng cardi ol ogi st with an approved
devi ce, and that i s that many, many i nstituti ons do not
have t he radi ati on oncol ogy manpower to gi ve not 24-7,
but five day a week, 8 hour coverage.

And | have the utnost respect for ny own
radi ati on oncol ogi st at Hopki ns, who are under power ed
ri ght now, and who are wonder ful people, and who have
worked diligently with us, the cardiol ogi sts, in doing
the clinical trials of these devices.

But ri ght nowthey can only give us a hal f-
a-day tw ce a week for radi ati on oncol ogy cover age, and
they are going to work very hard to inprove that.

But this is not unique to Hopkins. It is
not anisolated situation. It is sonethingthat | hear
alot, and what | would Iike to at | east have peopl e
t hi nki ng about i s that there are many ways t hat one coul d

approach this.
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But the way t hat t he Eur opeans seemt o have
takenis to nmaintainthe concept of theteamapproach,
but have taken t he positionin many places i n Europe t hat
two menbers of the teamare adequate, with the third
menber being avail able, but not physically present
necessarily.

At | east the concept of flexibility, and
that i s, at any one center, if all three nenbers of the
teamagree that two nmenbers of the teamare properly
equi pped to do these procedures, being physically
present, and t he ot her one bei ng renotely present -- not
at honme in bed, but in another area of the hospital
perhaps -- that that may be acceptabl e.

| don't thinkthat we shouldreject it out
of hand, andthe noreflexibility that we buildintothe
system | think the better it is goingto be for the
patients, which is really the primary issue.

And | will give you anot her exanple. Two
weeks ago, | had a patient admtted wi t h unst abl e angi na
on Saturday. He had in-stent restenosis and we knew
that. This is his third recurrence.

And | get back up only on Tuesdays and
Fridays, a hal f-a-day each. And by Monday, he was havi ng
ongoi ng rest pain, and | hadto take himto the | ab, and
| just openedup hisarteryalittlebit with a ball oon,
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and t hen brought hi mback t he next day total |y of f-1 abel

conpassi onat el y, and fi ni shed t he angi opl asty, and t hen
on that Tuesday did radi ationtherapy withthe full team
bei ng present.

Now, this is not shown to be an effective
met hodol ogy, but | felt that | had no choice for that
patient, and | think that around the country that there
are amllionangioplastys a year, and 80 pl us percent of
t hem get stents.

And i n-stent restenosi s makes up about 20
percent of the patients we do now. W are tal ki ng about
huge nunbers.

And i f you had a stent and you cane i n and
sonebody said, well, wereally can't do you here until
t he next day or two days down the line, youw !l just
have to nmake do with what you have, it is an
unconfortable thing that I thinkis not necessitated by
true safety concerns.

I thinkinthe proper environnment, with all
t hree peopl e, entities working together, these things can
have aflexibility that will allowgreater efficiency
wi t hout any sacrifice of safety.

And that is at | east a goal that |I woul d
like to think we could think about, in terns of
flexibility.
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CHAI RMAN CERQUEI RA: Dr. Nag.

DR. NAG Yes. Dr. Brinker, you are not
real |y opposed to havi ng t he whol e team Your concernis
two t hi ngs. Number One, t he manpower t hat you feel in
radi ati on oncol ogy to back you up; and, nunber two, and
it may not be you directly, but sone of the other
oncol ogy communi ty having a feeling that they may not
have a radi ati on oncol ogi st in a short enough ti nme peri od
to be there; aml right?

DR. BRINKER: | think that is a big issue.

DR. NAG Now, | think rather than changi ng
the requirements of placing safety in regul ation,
woul dn't it be better by having nore manpower ?

DR. BRI NKER: Yes, of course.

DR. NAG And nanpower i s al ways gener at ed
when there i s a need, and when the conmunity feel s that
there is a need for nore manpower, it generates nore
manpower. So |l think that will resolve by itself if this
i nterventional radiology does cone in.

The other thing is that alnost every
hospi tal that does any ki nd of brachyt herapy procedure
requires aradiation oncol ogi st on site who can cone in
within a few m nutes notice.

Because i f you have a brachyt herapy pati ent
wi t h a brachyt herapy source inthem this can di sl odge at
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any nonent, and t hen you do requi re soneone to be ableto
physically come in and renpote it usually within afew
mnutes to at least if not hours, but within a few
m nut es, and so you do have t hat backup energency i f you
do need to do sonmething in an energency.

DR. BRI NKER: Well, vyour points are
extrenely well taken, but I would just Iike to have a
chance to addressthem Oneisthat interns of manpower
that will bethere, andif you buildthe place, they will
cone.

| amnot so sure, nunber one, that that is
true. And we heard from the point of view of the
physicist that if therestrictions prohibitedall the
physi ci sts fromdoing all the things right now, there
woul d be an acut e manpower shortage that nmay t ake a very
long tine to rectify, and was not really a suitable
answer to that particular problem

The ot her part of that problemis that it
may be that 2 or 3 years fromnowradi ati on t herapy, at
| east as it is known today, will be suppl ant ed by sonme
ot her form of therapy.

And | woul d hate to think that you are goi ng
to build a whole manpower situation of radiation

oncol ogi sts based on t he propositionthat youneedto
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have 24 hour, 7 day a week, coverage for intervascul ar
brachyt her apy.

But t hose t hi ngs aside, ny primary concept
isthat if at specific sites where you have wel | trained
cardi ol ogi sts, and you have wel | trai ned and experi enced
medi cal physicists, and you have radi ati on oncol ogi sts
who agree to supply that trai ni ng and act as supervi sory
personnel, and who are not necessarily physically
present, would that be okay at that site.

Not that it shoul d be general wi se, but if
that site is where all people agree, could it be a

wor ki ng rel ationship. And that is the type of

flexibility I amrequiring with no sacrifice of safety,.

CHAI RMAN CERQUEI RA: | et ne just nake one
statenment, too. As a practicing cardi ol ogi st, you have
t hese needs. | have a 43 year ol d woman who had a vein
graph that had gotten a stent, and caneinwth a stent
restenosis, and was flown down from New Jersey.

And the treatnment would have been to
basi cal | y open up t he stent and gi ve her sone radi ati on,
but she getsinat 10 o' cl ock at ni ght, and even t hough
we have sonmebody t here who i s capabl e of doingit if we
coul d not get aradi ati on oncol ogi st toconeintodothe

procedure, and you have to do a suboptiml treatnment.
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I thinkthe other poi nt about the manpower
--and | agreewith you that theideal situation would be
t o have nore people. But evenif you geared up training
prograns, you are tal ki ng about at | east a four year or
| onger delay for getting people out there who coul d
provi de enough radi ati on oncol ogi sts support to do t hat
ki nd of training.

And | think the technology is certainly
enmer gi ng and you m ght find at that poi nt that you have
trained people, but there is no need for it at that
point. So | think these are issues that need to be
addressed. Davi d.

DR. DI AMOND: Just as an individual that
does many of these cases, | thinkinmnyinstitutionthat
we ar e probably nunber 5or 6 inthe country in volune
NOWw.

The way that | seethis goingisthat the --
and particularly inlight of the discussionthat we had
earlier, isthat we are going to have an i medi ate future
of a | arger volunme of cases, and a | arger vol une of
conpl ex cases.

W are goi ng t o be novi ng away froma system
where a patient comes in with, let's say, in-stent
restenosis of Xand U, reflex of therespond, andthisis
how we are going to treat.
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We are going to be seeing a lot nore
situations where there are goi ng to be novel situations,
and a |l ot nore intell ectual conponent to what we are
doi ng.

Probably 2 or 3 years downthelinethereis
goi ng to be a tapering down of vol une as t hi ngs such as
coded stents cone in or soft x-rays. But inthe innredi ate
future, and we aretalking, let's say two years, thereis
going to be anincrease involunme and anincreaseinthe
conplexity of what we are doing.

And, for exanple, innyinstitution nmany of
the calls that | field relate to questions from
i nterventional radi ol ogists and interventional
cardi ologists that are just conpletely out inleft field.

And agai n as t hese i ndi cati ons expand, it
makes me very nervous about not being apart of it. | am
very, very nervous about not being a part of it now

Now, the other vision that | see is that
thisis not goingto be atechniquethat is goingto be
avai l able to every single cath lab in every single
hospital across the country.

And just |ike every single hospital inthis
country does not do i nterventional cardi ol ogy work, |
don't see every singleinstitutioninthis country doing
vascul ar brachyt herapy work as wel | .
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If youtalk to sone of the conpanies, the

sense that | get fromthemis that they wouldliketo go
and focus this techniqueinthelarger volunme centers
where they have nore quality assurance and quality

managenent oversi ght, because they realize that the

hi gher volune institutions are getting better results.

So that is the second observation or
expectationthat | have. Thethird one that | haveis
t hat once again getting back tothetine sensitivity.
There has to be sone m ni nrumoversi ght that is al ways
present.

For exanple, let's say a radiation
oncol ogi st were avail abl e, and a nedi cal physicist were
not available in the m ddl e of the night. How do we
proceed?

I n other words, there are many ti nes when a
medi cal physici st may not be avail able. Soto have it
phrased as the way t hat you put it, Jeff, doesn't nake a
| ot of sensetonme. At our institution, we never ever do
i nterventional cardi ol ogy work unl ess we have sur gi cal
backup, peri od.

You know, woul d we be doi ng t hese when t here
i's nosurgical background available. Sol don't really
buy sone of these argunents very nmuch. | see this
t echnol ogy being confined primarily to | arge vol une
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centers that have busy i nterventional prograns, and t hat
have | ar ge nunber s of medi cal physicists and radi ati on
oncol ogi sts on staff.

| see the conplexity of the cases
i ncreasing. Theidea of doingthis w thout a physici st
or radi ation oncol ogi st at a center that does not have
surgi cal backup arethings that quite frankly frighten
nme.

CHAI RMAN CERQUEI RA:  Dr. Brinker.

DR. BRI NKER: Again, Dave, | think your
concerns are quite reasonabl e, but nunber one, | still
agree wi th the teamapproach. | woul d never do anyt hi ng
wi t hout -- and agai n what | amaski ng for i s a consensus
at sites between radiation oncol ogy, physics, and
car di ol ogy or radiol ogy, whoever thethird partyis, to
make t heir own plans as | ong as t hey have a pl an t hat
guar ant ees safety.

And, nunber two, the reality is that any
hospi tal that does i nterventional cardiology will want to
have the ability totreat i n-stent restenosis, and here
is the reason.

A patient cones in and had a stent 9 nont hs
ago, and nowcones in w th unstabl e angi na. You don't
knowwhat he has, and whet her he has i n-stent restenosis
or a new narrow ng.
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So what do you do? You say, well, we are
not one of these radi ation centers that we are goingto
send you of f somewhere el se. That's not just goingto
happen.

And, nunber two, the question about back up
surgery, | think that's true. W have backup surgery for
non- acut e cases, or totally el ective cases. W do not
have backup surgery for emergency cases, even at Hopki ns
where we do these cases w thout a surgeon, or the
weekends wi t hout a surgeon i medi ately avail abl e.

Infact, there are nowprocedures done on
acute nyocardiainfarction and intervential procedures at
hospi tal s t hat have no surgery backup what soever at any
tinme.

And there is a push now for doing since
stents pretty nmuch obviate the need for energency
surgery, to take out that connotation from the
performance of interventional techniques.

Now, all | am suggesting is that the
necessity for three man teamto do this procedure for
nost situations is | think an over-conm tnent of
resources, at least at times when sonme resources are
scar ce.

And all | woul d suggest is that there be
sonme nechani sm sone opportunity to creatively think
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about mechani sns to ease this problem andto allowif
the three specialties wouldagree, andonly if they woul d
agree at | east, to have sone | eeway in the regul atory
process.

And to have thempush t he envel ope if you
wll, internms of -- or beingcreativeinthe way they
approach a problem as | ong as the safety remai ns t he
utmost criteriainthose decisions. But it woul d be a
t hree person deci sion.

CHAI RVAN CERQUEI RA: (Ckay. Let'stry to get
-- sone of you have been silent, and solet's start at
this end and we will sort of go around. W have heard
fromthe radi ati on oncol ogi sts, the nmedi cal physi ci sts,
and the cardi ol ogi sts.

But, Dick, at the Mayo dinic, where | think
you are doi ng al ot of these procedures, but what do you
feel isthe -- and keeping the i ssue of patient and staff
safety in mnd, and t hese i ssues t hat have been br ought
up, what do you think would be the appropriate --

DR. VETTER: W th the current state of
know edge, | think it is appropriateto continuetheteam
appr oach. I don't personally have a problem with
exploring the relationship between cardiol ogy and

radi ati on oncol ogy, and who does what in the future.
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But the technology is rather new, and I
t hi nk for nowthe t eamapproach i s the appropri ate one.
That has worked wel | at the Mayo Cinic. Again, it does
beconme a staffingissue, andit isdifficult sonetines
for radiation oncology to break free.

But they are getting better at that, and
they are anticipatingthesealittle better, and |1 think
they all feel that at this point in time the team
approach is best.

CHAI RMAN CERQUEI RA: | think peopl e have
menti oned the team approach, and I think one of the
slides that you showed -- and | guess it was t he ACCC and
not the ACR that was proposing the devel opnent of
trai ni ng gui del i nes, or | ooki ng at sonme of these ot her
possibilities. That would be sonmewhat appropriate.

MR. GRAHAM | have one question for
clarification, because | read the ACCletter, and in
particul ar the affirmati on of the team But | ama bit
confused now. | amhearing the endorsenent of the team
approach, where | think people are saying it in a
definition that it is a radiation oncol ogi st or an
aut hori zed user, along wi th an AVP, al ong wi t h whoever
the interventional physician is.

But | amal so hearing the potential that a
teami s bei ng defi ned as two out of thethree. Isthat
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accurate? And | just want to nake sure that | am
under st andi ng t hat when t hey say that there are affirmng
ateam are we saying ateamthat is all three of those
as it has been describedtothis group, or isit any two
of thethree, or isthat what we are debating ri ght now?

MR. WLLI AMSON: Ateamversus a physi cal
presence. They are not necessarily identical concepts|.

CHAI RVAN CERQUEI RA: Wl |, | think that sone
of the things that have been bought up are that basically
you still have the teamof three, but only require two of
themto be there if you had a radiation oncol ogi st
avai l abl e to provide i ssues related to treat nent and
ever yt hi ng.

MR. GRAHAM Wl |, maybe as a |l ay personto
help me as | amtrying to shape this going around the
room Mbst of us are sitting here out of organi zations
t hat are gargantuan, and we have huge resources, and we
are al nost | ooking at this fromthe wong part of the
paradi ne or potentially.

| need to knowif at a 350 hospital that
does cardi ol ogy, and they do i nterventional cardi ol ogy,
and | et's shape it that they don't even do radiation
oncol ogy, andit istwo o' clockinthe norning, andthe

patient is comngin, andthe opinionis that the person

needs to have pl asty.

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

205

And t hey have a history that refl ects that
t hey may need t o have radi ati on as part of it. | need
sone gui dance on what this group i s reconmendi ng we are
going to do for that very typical community hospital.

Now, if the assessnent is that they ought to
get shipped to a big referral center, which we all
represent, | guess we at | east have to acknow edge t hat
thereis acertainbiasinthis discussion, or we have to
make sure that we have clarified exactly why they have to
go to that type of center.

CHAI RMAN CERQUEI RA: Wl |, maybe we shoul d
address this issue, and | think Dr. Nag and Dr. Bri nker
want to say sonmething as to that.

DR NAG Sure. | think | will address that
very i ssue two ways. Nunber One, it is theoretically
possi bl e what you have just proposed. The problemis
that a small hospital of that size, one, will not be
all owed to do i ntervascul ar brachyt herapy because t he
conpany that control s intervascul ar brachyt herapy are
only going to make it available to a center that has
t hese backups, and smal | hospital s woul d not even have
t his.

MR. GRAHAM Let ne just clarify. The
mar ket woul d demand t hat t hey woul d want to be ableto
provide it to that hospital, because what | have
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descri bed is the predom nant market inthe United States.
We, the big centers, are not the predom nant market.

MR WLLIAVEON | think to givetechnically
advanced radi ation therapy to any site, beit neoplastic
or benign, you have to have the appropriate
infrastructureinthe hospital. Wuld you give radi ation
therapy i n a hospital that didn't have any physi ci sts or
radi ati on oncol ogi sts?

DR. NAG That was the second part to ny
di scussi on.

CHAI RMAN CERQUEI RA: Let'stry to keepthe
di scussi ons focused.

DR. NAG That was t he second part to m ne,
and t he second part was, nunber one, that the cardiol ogy
conpanies are not interestedingivingthat technology to
asnaller tertiary center, but the second part isthat to
have thi s done safely and effectively, it has to be done
inatertiary center that is doing alot of these per
nont h, and not one a year.

| woul d never goto a placethat is goingto
dothisoneayear. It isjust |ike having heart surgery
through atertiary center that i s goingto do very few of
them Andit is very well known that thereis a very

sharp |l earning curve, and no one wants to be in a

tertiary center that is going to have a | earning curve.
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CHAI RMAN CERQUEI RA: That may be nore an
i ssue of the practice of medi ci ne than radi ati on safety.
Dr. Brinker.

DR. BRI NKER: Right. A couple of things.
One thingis the size of the hospital doesn't necessarily
relate tothe size of theinterventional popul ati on that
is being done. Sonme of the smaller hospitals are
basically heart mlls if you wll.

On t he ot her hand, | woul d agree that no
hospi tal shoul d under t he present circunstances undert ake
i ntervascul ar brachyt herapy wi t hout the full conpli nment
of backup. And what will happen in these smaller
hospital s is the sane way t hese snal | er hospital s nanage
to get cardi ac surgery to support their
i nterventionalists.

They wi || contract and nmake arrangenents to
have radi ati on oncol ogy and nedi cal physicists to dothe
sane sort of support. So the answer to your first
gquestion is that if a hospital doesn't have
brachyt herapy, and a patient cones in with unstable
angina, well then the treatnment is to do regular
angi opl asty nost |ikely, and then either ship the patient
out for further therapy.

But we have to renenber t hat i nterventi onal
brachyt herapy i sn't an energent treatnent for unstable
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angi na. The first part of the procedure is the
angi opl asty, and then the adjunct is intervascul ar
brachytherapy to limt the |ikelihood of a future
restenosis.

So | think that what wi Il happen i n nost of
these littletertiary hospitals is that they are not
goi ng to say, oh, you have a stent, and you may have a
problem Gotoatertiary care hospital, andthey wll
take themto the cath | ab, and they wi Il probably open up
the arteryif the patient istruly unstable, and then | et
things go fromthere.

And you were al soright, too, that the small
hospital s with the significant angi opl asty pati ent vol unme
wi || want and wi || be supplied brachyt herapy support, and
they will get the full contingent of people.

Again, what | am asking is to think
progressively, and all owsites that have t hree groups
t hat want to work toget her explore waystodothisina
safe and efficient manner. That's all.

CHAI RMAN CERQUEI RA:  Let me just go back to
get sonme comments frompeopl e t hat have not comment ed.
Lou, do you have any -- you are at abigtertiary center
i ke the rest of us.

MR. WAGNER: W do a lot of these
procedures, and | have not been involved directly with
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any of these procedures. What | hear around t he tabl e,
and what | cansurmseisthefollow ng. First of all,
| do knowthat in Europe they are doingthingsalittle
differently.

And | have tal ked to sone of t he peopl e, and
some conmment s have cone to ne that i n Europe they are t he
Mar | bor o Boys, and sone of t he physicists don't |ike what
i's going on over there.

We don't knowwhat the outconme is goingto
be, but | think that is goingto be sone experience. |
t hi nk t he t eamapproach wi th t hree peopl e or i ndi vi dual s
is great, but let'sthinkalittle bit out of the box
her e.

Every place you go, you have different
situations. You don't al ways have t he sane situation at
this institution or that institution, or any other
institution. Now, the qualifications of theindividuals
do vary, and the real issue here is conpetency in
perform ng the procedures safely. That is the real
i ssue.

Now, what | think Dr. Brinker is asking, and
| don't thinkit is unreasonable, isthat youl ook at the
t eamappr oach, and yourequire ateam but youlet the

t eam deci de whet her or not they have the conpetency
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anmongst themto be able to performthis in certain
different variations of the sanme thing.

Let the team decide that. They are
medi cal | y conpetent, and radi ati on saf ety conpetent, and
t hey have the teamapproach there, and maybe i n sone
ci rcunstances wi th t he conpetency that i s avail abl e maybe
only two have to be necessary inthe m ddl e of the ni ght.

Maybe in the m ddl e of the night that's a
saf er situation because you don't have t he public all
around, and you don't have exposure, potential exposure
to t he public because of sone of the sources that you
m ght choose. That is an issue.

And that isanissuewithall of the State
agenci es. They want to nmake sure that the public out in
the halls aren't goingto be exposed too nuch. | nean,
this is the situation.

So maybe t he teamought to be givenalittle
nore freedomto | ook at t hensel ves and t hey have t o agree
howt hey are goi ng to manage their patients giventheir
resources, rather than to sit here and decide on
m cr omanagenent of every institution by regul ation.

The regul ati on says you have t o have a t eam
approach, andthen givethemalittle bit nore freedom
| tendtoseethat asalittle bit of thinkingout of the
box, and sone ki nd of newconcepts, rather thantotry
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and debate this issue as a yes or no answer at this
poi nt .

CHAI RMAN CERQUEI RA: Those are very good
poi nts, Lou. Jeff, we will cone back to you, but Sally,
do you have fromt he perspective of a nucl ear pharnmaci st
any i nput?

DR. SCHWARTZ: Nucl ear pharmacy at this
point | don't thinkis arelevant issue. | nmean, | work
at the sane institution as Jeff, and ateamapproachis
certainly what we use. | think whether thereis 2 or 3
agai n depends on how - -

CHAI RMAN CERQUEI RA: On t he situation and
t he conpetence of the individuals.

DR. SCHWARTZ: Yes.

CHAI RMAN CERQUEI RA: Does t he FDA have any
i ssues that may be relevant to this?

MR. HEATON: | have sone coments on sone
earlier remarks that | thought | heard.

CHAI RMAN CERQUEI RA:  Ckay.

MR. HEATON: The remark | t hought | heard
was t hat peopledidn't consider it any different if they
were giving radiationto the vascul ar systemor tothe
neopl astic system or to sonmething el se.

The FDA consi dered t his to be a si gni fi cant
risk for it togothroughthe 510(k) route. So the FDA
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does consi der radiation to the vascul ar systemto be
different thanif you are deliveringit tothe prostate,
for instance.

MR WLLIAVBON: | saidinterns of physical
saf ety and quality assurance.

MR HEATON. Well, even with safety i ssues,
remenber that we are eval uating safety and ef fecti veness
of the device. So safetyis abigconcern, at | east as
far as the FDA defines safety in there.

| will tell youthat | have al ot of safety

issues with deliveringradiationtothe vascul ar system

that | do not have with delivering it to the prostate.

DR. NAG Are you tal king about basic
saf ety, or are you tal ki ng about radi ati on safety i ssues?
MR. HEATON: Well, if you are trying to
divide the two, | amtal king about patient safety.
DR. NAG And | tried to divide the
radi ati on safety that i s managed by t he NRC, and t he
basic safety issue, and the nedical safety issue.
MR HEATON. | was tal ki ng about the patient
safety issue.
DR. NAG | agree with you conpletely.
CHAI RVAN CERQUEI RA:  Any ot her comments?
MR. HEATON: Well, | will say that for at
| east I DE States for interventional IDEs, they are still
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going to require ateamapproach for any new st udi es t hat
do cone in.

CHAI RMVAN CERQUEI RA:  And | DE stands for?

MR. HEATON: I nvestigational Device
Exenpti on, whichis what a State has to go t hrough t o get
a PMA, or premarket approval application.

CHAI RMAN CERQUEI RA:  Ckay. Good. John.
Rut h, any comments?

MS. MCBURNEY: | think that the-- well, |
have | i ked what | have heard on sone flexibility and the
t eam approach, as | ong as each area of expertise is
cover ed.

And when we | ook back at who does what, not
necessarily those particul ar people haveto dothat if
sone of the ot her peopl e have t he expertiseinthat area.

And it coul d be that not everybody has to be
physically present during the entire procedurein sone
cases.

CHAI RVAN CERQUEI RA:  Now, Ruth, interns of
t he agreenent States, have you gotten any f eedback at the
nati onal neetings, interns of istherevariationinthe

way t hat States are handlingit, or isit tooearly for

MS. MCBURNEY: Well, | thinkit istooearly
to | ook at what has been proposedinthe newrules. W
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have al ready i n our State already i ncluded al ot of the
requi renents for the hodos (phonetic) renote after
| oaders that are contained in the newrules, in our
rul es.

And we are already getting requests for
exenptions fromthe nedi cal physicists having to be
present during the entire treatnent, because in sone
smal | hospitals that only use part-tine physicists from
anot her city, for exanple, they don't want to have to be
goi ng back several days in a row for sequenti al
treat ments.

And i f they get it set up and an aut hori zed
user i s present, and sayi ng, no, therules arethat the
physi ci st has to be there, too, throughout the treatnent.
Sowe wll just havetolivewiththerulefor awile
and see how that is going to work.

CHAI RVAN CERQUEI RA:  And you have not gotten
any ot her feedback about howot her States are handling
it?

MS. MCBURNEY: No.

CHAI RMAN CERQUEI RA: Okay. Naom .

DR. ALAZRAKI : Just that | woul d agai n urge
t hat we not be so prescriptive about this. It is the
practice of nedicine. | think the team approach is
i nportant, particularly sinceit isstill an evolving and
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newt echnol ogy, and | think that radi ati on oncologyis a
rapidly growi ng field.

| mean, | think they can hardly keep upwith
just the increase in the nunmbers of cancer patients
i nvol ved i n radi ati on oncol ogy, and that fieldis going
to grow.

And t hey are going to be able to neet the
staffing needs ultimately, I think, and things may evol ve
as Dr. Brinker says, andwe will beinadifferent ball
gane.

But right nowwe are i nthe beginning of it,
and | think we ought tostickwiththisteamapproach,
and not be very prescriptive about who has to do what
when.

CHAI RVAN CERQUEI RA: Finally, Nekita, as a
patient advocate.

M5. HOBSON: Wl |, | guess ny question woul d
be are there any dat a avai | abl e t hat woul d denonstrate to
ustherelativeriskstothe patientsintwo scenari os,
and l et's say inthe emergency situationthat Jeff was
tal ki ng about, is the patient better off to have t he one
very highly trai ned person do a procedure, or wait until
Tuesday afternoon t hree days fromnowwhen the full team

can be together.

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

216

Wher e does t he patient cone out onthis? |
mean, we are tal ki ng about real people, and not just sort

of theoretical people. If it were you or your not her,

how woul d you want to be treated or her to be treated?

CHAI RMAN CERQUEI RA:  Wel |, as a clinical
cardi ol ogist, I think nost of thetinethat youneedto
do things quickly and certainly with a |lot of these
pati ents who cone i nthat are unstabl e, the sooner that
you can initiate the treatnment, the better.

Ther e are sone del ay t echni ques t hat you can
use, but it is probably not optimal treatnment, certainly
fromny perspective.

MS. HOBSON: So inthat case, | would |ike
t o have sonmet hing | i ke where some excepti ons coul d be
made based on an energency situation, rather than be
bound by rul es that are theoretically intendedto protect
patients. But maybe inthis case are actual | y damagi ng
patients.

CHAI RMAN CERQUEI RA:  Maybe one | ast set of
comments. | have not heard John speak up with enoti on,
al though I did note that he was scribbling things. |
don't think we arereally at that point, and Fritz, has
t hi s di scussi on been hel pful ?

MR. STURZ: Well, what | amhearingis that
itistooearlyinthe gane, and we have got to keepwith

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

217

t he team approach, but nmaybe there m ght be sone
flexibility to say 2 out of 3 have to be present in
enmergency situations, with a third on call.

That is my overall inpression of what | am
hearing, and to allow that flexibility in certain
enmer gency cases.

CHAI RMAN CERQUEI RA: Wiy don't we go to Lou,
Jeff, and then John has the | ast word, and t hen we wi | |
nove on to the next subject.

MR. WAGNER: Very briefly, and in
brachyt herapy, Jeff, you have been conpari ng t he oncol ogy
with regard to this kind of treatnent in cardiol ogy.

But do you have t he energency situations
t hat devel op on a frequent basis i n oncol ogy, or are nost
of your brachyt herapy assi st ance pl anned, where ever ybody
knows what tinmeit isgoingtobe, andit is goingto be
here.

And are you experienced in the idea of
meeting with an emergency when you have t he patients
arrive at your hospital and t hey need treat nent ri ght
way, and then you have to have people on call cone in
i nmedi ately to do that.

I mean, | seem to think in my naive
i magi nati on as a di agnostic physicists that thereis
probably a huge di fference here with regard t o exi gency
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of the procedure, whichisreally what theissue cones
down to, and t hen that cones down to care of the patient.

CHAI RVAN CERQUEI RA: Let Dr. Nag nake one
comrent, and then Jeff.

DR. NAG. Well, | amon call all the tine
because of the sane thing. | have been dong ener gency
i ntervascul ar brachytherapy radiation all the tine.

The surgeon woul d goin and they would try
to take out the tunor, and we woul dn't even know about
it, and all the while the patient is w de open, and can
you cone up and radi ate t he t unor bed, and we woul d be up
there in 15 mnutes to 20 m nutes.

Soit is our responsetine andit is nuch
faster than any response tine that | have needed to gi ve
to ny cardi ol ogi sts, because cardi ol ogi sts usual ly are
much better, and they give nme nore than a few hours
notice.

| havethetinetoevental k tothe patient
bef or ehand, and many of t he emergency patients | have
tal ked to, and | have put the catheter in first, and
talked to the famly, and so our response tine --

CHAI RMAN CERQUEI RA:  Those ar e good poi nt s,
al t hough I guess sone of the situations that Dr. Brinker

was referring towas that nost oncol ogy surgeries are
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el ective, and al ot of the cardi ac probl ens wi th unstabl e
patients are in a nore random manner.

DR. NAG You probably need a better set of
radi ati on oncol ogi sts in your hospital.

DR. BRI NKER: We have a very good set of
radi ati on oncol ogi sts, but believe neinall honesty,
when you ar e doi ng a hundr ed procedures a week, and you
are doi ng them24 hours a day and on weekends, it is a
maj or comm tnent, especially since sone radiation
oncol ogi sts -- and you nay be one of them-- feel that
t hey have to see every patient before the procedure.

That i s i npossi bl e, because t hey woul d be
seeing 10 patients for every two that actually need this
procedure, even if they could see every patient. So
clearly unless you feel thereis soneinefficiency and
that the whol e house of cards is going to fall down.

CHAI RVAN CERQUEI RA:  Ckay. One | ast conment
fromJeff, and then we will go on to the next item

MR. W LLI AMSON: I think this whole
di scussi on has been rather diffusely and not very
targeted on what the issue is. I think with the
exception of one comment, and maybe John neant it
rhetorically, I don't thinkthat anybody has set that

t here should not be a team approach.
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That there does not need to be in the
structuring and organi zati on of this procedure all three
types of individuals being involved, and | think the
di scussi on shoul d be focusi ng on who needs t o be where
when, and does t eamappr oach necessarily nean all three
peopl e have to be i nthe operating roomfromthe start to
the end of the treatnent.

And again |l think | will go back tothe way
t he exi sting regul ations arewitten, 400 and 600, and
they are sort of graded based on response tine, techni cal
conplexity, and I forgot to mention -- and this is
i nportant, too -- the public health consequences of an
uncontrol |l ed source.

So Bet a and Manual |ridi umpose nuch snal | er
risks than if you have a 12 query or high dose rate
source running l oose. | really think they are different,
and | think that the sort of graded | evel of physi cal
presence needs to be carefully calibrated to that, and so
| really agree with the idea of flexibility --

CHAI RVAN CERQUEI RA: | t hi nk basi cal | y t hat
the team approach with flexibility, wth sone
encouragenent to nake 2 of the 3 present in sone
situations where you can't do things el ectively, and
thereis acertainurgency. Those are good poi nts, but
| think we really need to go on to the next subject.
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MR. WLLIAMSON: Well, to just sort of
finish nmy last comment, | think there is a |ot of
gui dance in the existing regulations where those
boundaries fall, and who needs to be where when.

CHAI RMAN CERQUEI RA: Good. Excellent.

MS. HOBSON: But not to withhold urgently
needed treat nent based on sone rule. | mean, not that
therules are bad, but if they are a stunbling bl ock to
good pati ent care, then they are not doi ng their own j ob.

CHAI RVAN CERQUEI RA: Ckay. We will give
Nekita the last word, and we will go on to the next
topic. Fritz, thank you very nuch, and the next itemis
Aut hori zation for Broad Licensees to Utilize New
Brachyt her apy Procedures. John Hi ckey. So we have not
really left it yet have we.

MR. HI CKEY: Good afternoon again. | don't
have a visual presentation. | do have a one page
sunmary. Muich of this was di scussed inthelast neeting,
but I kind of wantedtotrytoclarify andbringthisto
cl osure.

We want to tal k about broad | icensees, and
t hey by definition are not restricted inthe way that
limted specific licensees are and how they use

radi oactive material for nedical purposes.
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They have aradi ati on safety commttee and
ot her managenent, and procedures in place to eval uate
aut hori zations for various uses, and so that gives them
broad flexibility.

VWhen we canme up to t hese newer procedures,
we found t hat even for broad |licensees that we needed to
t ake a | ook at howt hese were aut hori zed, because agai n
the traditional brachytherapy envisi oned usi ng seal ed
sources to treat cancer.

And now we are finding that |iquids and
gases m ght be used for that purpose, and al so that there
woul d be treatments for intervascul ar brachyt herapy and
not just for cancer.

So to some extent, Part 35didn't quitefit
the situation, and wth respect tothe broad |icensees,
innost casesit didn't matter. But we foundthat it did
matter in some cases howPart 35 was worded, particularly
with the requirenent to prepare a witten directive.

And | noted Dr. Wagner's conment earlier, |
bel i eve, that just the fact that you get into havingto
prepare awitten directive causes a prescriptive aspect
totheregulation. So hereis an exanpl e of wherethis
could get you into a nore prescriptive node.

So we took a closer ook at this, and to
sone extent we asked and answer ed several questions, and
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t aki ng i nt o account t he advi ce of the commttee fromthe
| ast meeting.

And that is that for these new types of
t echnol ogi es, where there nay be sone little wrinkl es
t hat need to be consi dered, hownuch flexibility shoul d
the broad |icensees have.

And our conclusion was that we shoul d
--that if it isinagray area, make the deci sion onthe
side of giving the broad |icensees -- and i n general
licensees, but in this case broad |icensees nore
flexibility rather thanless flexibility, andthat is
consi stent with having a nore ri sk i nforned perfornmance
based approach.

Soif thereisalittle bit of atw st on
howt hey had to preparethe witten directive, we are
goingtoleavethat uptothe broad|licensee. W are not
goi ng t o have t hemcone i n and get NRC approval on howto
prepare awitten directive every tine they get a new
t echnol ogy.

And t he New Part 35 i s worded accordi ngly.
And we have al so -- and a coupl e of exanpl es woul d be for
-- well, there are a coupl e of areas inthe current Part
35 where you don't have to specify thetreatnent sitein

advance in preparing the witten directive.
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And t hat has beenclarifiedinthe NewPart
35. Also, it assunes that you are treating with a
certai n nunber of sources or source strengths, and again
t hat assunes a seal ed source.

But if youare dealingwithaliquidor gas,
t hat doesn't quite fit. So you could express the
treatnment interns of thetotal source activity, rather
t han worry about how many sources.

So that i s the general approach we are goi ng
totake, and we think that i s consistent with the advice
of the commttee.

CHAI RMAN CERQUEIRA: | will openit up for
di scussion. Dr. Nag.

DR. NAG | agreewi th you, but the way t hat
t he New Part 35 definitionis on your paper, before a
inmplantationinthetreatnment site, the radi onuclide and
the dose, | think that it shouldn't be and t he dose,
because we may or may not know the dose beforehand.

It coul d be "and/ or dose activity." Because
if we do a permanent inplant, we won't knowt he dose.
That shoul d be corrected.

MR. HI CKEY: Let nme doubl e-check that for
you, but we can continue t he di scussion. | have the text

right here. Go ahead.

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

225

CHAI RMAN CERQUEI RA: Sure. O her itens of
di scussi on for John?

MR. WAGNER: | think it is great. End of
di scussion. | think it is great.

CHAI RMAN CERQUEI RA: It's great. Anybody
opposed to that? Jeff, you are happy with it?

MR. WLLIAMSON: Well, let ne just ask.
This New Part 35 definitionis the onethat isinthe
Part 35 that is before OVB now?

MR. HI CKEY: Correct.

MR. WLLI AMSON: Word for word?

MR. HICKEY: That is what | am talking
about, but | am checking the wordi ng now.

DR. NAG Andin that case, even after that
the --

MR. WLLI AMSON: | think you havetogoto
the definition section and see what dose says. | can't
remenber if it isinthe Newor Ad Part 35, but I think
it says or that it may define dose as the product of
source intensity and treatnment tinme.

And that is sort of inportant | agree,
because sone treatnents are not prescribedinterns of
physi cal | y absorbed dose, but they are prescribed in
terns of total reference, the product of source, strength
and tine.
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DR. NAG And even here after inplantation,
you still have t he nunber of sources which may or may not
be applicable.

MR. HI CKEY: Forgive ne, but just to
clarify. Youarecorrect, Dr. WIllianmson. The dose can
be t he total source strength and exposure tine, or the
total dose.

DR.  NAG Okay. And then after
i mpl antati on? Again, here you woul d t ake treat nent site,
nunber of sources, and again that may or may not apply|.

MR. HI CKEY: Correct. That's where we give
alittle bit of I eeway in specifying source activity
rat her than nunber of sources, depending on the
application.

CHAI RMAN CERQUEI RA:  Ckay. So anybody el se
wi sh t o make comments? Well, that's good. W are ahead
of schedul e. Maybe we shouldtry to just keep goi ng now
to additional itens.

MR. H CKEY: Well, |I have a question onthe
previous topic, and | apologize, because we went
overtinme. But | noticed that there was still sone
di scussi on going on, and nmy question is -- if the
chairman wi |l indul ge ne.

CHAI RMAN CERQUEI RA:  Sur e.
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MR. HI CKEY: Andit hastodow ththe team
approach, which assumes that the interventional
cardi ol ogi st is not an authorized user. Wethinkinthe
future that we are going to reach the point where the
cardi ol ogi sts are al so authorized users.

So ny questionis what does the committee
envi sion as -- howdo we define or describetherole, or
what is our concept of who the interventional
cardiologist is, and I aml ooki ng at this fromthe poi nt
of view of a regul ator.

| amdescri bi ng t he nenbers of the team and
so if the interventional cardiologist is not the
aut hori zed user, what i s the rol e or howdo we defi ne who
that is?

CHAI RMAN CERQUEI RA:  Anybody care t o answer
t hat ?

MR. W LLI AMSON: Do you nean functionally
what i s the authorized users purpose; i s that what you
mean?

MR. HICKEY: No, thisis -- if there are
peopl e there -- the nedi cal physicist and the aut hori zed
user are defined by the regul ation. The interventional
cardiologist isnot there. Soif we are goingto put out

gui delines that assign arole to the interventional
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cardi ol ogi st, howare we going to define whothat is or
descri be who that is?

DR VETTER | don't think the NRCshoul d do
that. That is a nmedical problemand the teamwi ||
certainly -- | nmean, they have to involve the
cardi ol ogi st, but that should geleft upto the nedical
center on howthey want to define that team and who t hat
interventional cardiol ogist is.

DR. DI AMOND: W are going to give Lou a
stroke.

MR HI CKEY: Then do we need to nentionthe
interventional cardiologist at all in our guidance?

CHAI RVAN CERQUEI RA: | think Dr. D anpond' s
poi nt was that it may be a cardi ol ogi st, but it coul d be
an i nterventional radiol ogi st i n sonme cases. So you need
sort of a-- you know, a physici an who has been approved

to do the procedure, whichisreally sort of a hospital

DR. ALAZRAKI: Purvi ew.

CHAI RMAN CERQUEI RA: Right. 1 nean, they
deci de who has privileges to be in a cath lab to do
i nterventional radiol ogy procedures. You know, the issue
may cone up, and whichreallyrelatestothis conmttee,

isthat if youaregoingto allowradiologiststobethe
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aut hori zed users, then what sort of traini ng shoul dthey
have.

But we have ki nd of decided that at this
point it isstill ateamapproach, but these ot her issues
of the requirenents for the non-authorized user invol ved
in the case, | think that is defined by hospital
requi rements, and by prof essi onal nedi cal societies, and
shouldn't really be defined by the NRC. Ruth.

MS. MCBURNEY: Well, going back to what
expertise is needed, and you have that |ist, and you have
patient preparation, and i ntroduction of the source
train, and the renoval being the responsibility of the
i nterventional cardiol ogist, without nam ng t hat person
by name, soneone that has the expertise to do that as
part of the whol e procedure woul d be appropriate.

DR. NAG. | wouldliketorespondtothat.
Si nce very soonthis will be bothinthe cardiac, as wel |
as in the vessels, instead of nam ng i nterventi onal
cardiologists, you can call them interventional
physi ci an, or intervascul ar physician. That will be open
to anybody, nunber one.

And, nunmber two, on M. Sturz'slist, | am
awar e that at nost hospitals the introduction of the
source and the renoval of the sourcetrainis not done by
the interventional cardiologist. It is done by radiation
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oncol ogist. Sothat's why fromwhat has been shown, |
ask you how or where did you get this.

CHAI RMVAN CERQUEI RA:  Jeffrey.

MR. WLLIAMSON: | have a question for the
two cardiol ogi sts. To what extent do you use Fel | ows and
Tr ai nees who are not board certifiedininterventional
cardiology to do procedures, and do you insist on
physi cal presence when you are there all the tinme?

Do you al | owt hemt o do procedur es when you
are not physically present? For exanpl e, sonewhere el se
inthe hospital. Thisis aninformational question, and
| really don't know, because as you can see, when you
becone an aut hori zed user it becones a naj or struggl e of
who can substitute.

CHAI RVAN CERQUEI RA: At our institutionthe
requi rements are t hat you have t o be approved by t he - -
we have a cardi ac catheterization coonmttee that approves

who can do procedures by t hensel ves, and Fel | ows don't

qualify.

So we have an attendi ng present at all tines
in the cath lab. | don't know what it is |ike at
Hopki ns.

DR. BRINKER There is al ways an attendi ng
physi ci an scrubbed with a Fellow, or a Physician's
Assi stant sonetines assi st inthese procedures. Fellows
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do not do i nterventional procedures by thensel ves, nor
now do they even do di agnostic catheterizations by
t hensel ves without a scrub attending at the table.

There are two reasons for this. The first
reasonis patient safety, and the efficiency of the whol e
system as wel | as teaching of the fellow, and t he second
system whichis possiblyalittlebit related, isthe
fact that Medicare insists that the attendi ng physici an
was scrubbed and at the procedure. Sothat sort of makes
life easier.

MR WLLIAVBON: So t hen you coul d use board
certification as a defining --

DR. BRI NKER: Wel |, board certificationis
very antsy i n cardi ol ogy for a coupl e of reasons. First
of all, thereis anewinterventional board which not
every interventionalist has taken yet.

And that there are qualified physicians who
have fini shed Fel |l owshi p, and who even have not been
board certified in cardiology yet, but who have the
ability to performindependent catheterizations.

So boarding is not -- and unli ke the things
t hat we heard earlier for other specialties, boardingis
not a qualification or anecessity for physicians to do

either catheterization or interventional procedures.
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CHAI RMAN CERQUEI RA: Does t hat answer your
guestion?

MR. WLLI AMSON: Yes.

CHAI RVAN CERQUEI RA: All right. At 2:30, we
are supposed to discuss additional itens.

MR. HI CKEY: Yes. Dr. Wagner wanted to
introduce this topic if he coul d.

CHAI RMAN CERQUEI RA:  Sure.

MR. HI CKEY: | would like to rem nd
everybody that | believethat thisis your | ast neeting,
Dr. WAgner.

MR WAGNER Yes, ny | ast neeting, and so |
want toleave youwithalittle nore work. Thereis a
handout com ng around with regard to two i ssues, which |
t hi nk the ACMJ ought to start consideringwithregardto
advice to the NRC on sone issues.

And t hey have all conme up because of the
changing tinmes, and I want to bring them to your
attention. | thank the NRCand the Chair for givingne
this time to present this.

| amnot presentingthis as sonethingthat
| think we ought to discuss here and now, but | am
presenting this as sonething as issuesthat | think are
going to be futureissuesto address, andtryingto get
the ball rolling on some of these things.
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For exanple, |ssue Nunber One, Part 20
exposure limts apply to all types of radi ati ons, and not
just to those generated by-product materials.

This is a problem in nedicine. Many
physi ci ans perform nucl ear nedici ne procedures and
fl uoroscopy interventions. So we are m Xi Nng NOW X-rays
with by-product material radiation.

An effective dose equi val ent i s usually the
l[imt that is applied, but it isinpossibletoneasure.
Anybody t hat t hi nks that t hey can neasure accurately the
effective dose equi val ents i s mi sgui ded. This is not
sonething that is possible to do.

So how does t he NRC and agreenment States
apply limts toindividual s who m x exposures? Thisis
a maj or problem So now we need reformin nethods of
occupati onal risk assessnent, and enforcenent, because
basi ng viol ati on type enforcenent ona m xed EDEthat is
i npossible to nmeasure is totally inpractical.

It is not a practical solution. The
fallout, andwe are all famliar withthis, violation of
enforced regul ati on di scourages faithful risk nonitoring.
How many physi ci ans sit there and have tol d ne t hat you
are not going to prevent ne from practicing.

Il won't wear ny film badge, and it is
i npossi bl e to go around and nake sure t hat everyoneis
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wearing afilmbadge all thetine. It isjust silly. W
ar e di scour agi ng these t hi ngs, and we shoul dn't be doi ng
this.

W want t hemto wear their fil mbadges, and
we want to knowwhat the radi ation environnment i s, and we
don't want regul ati ons that di scourage the practice of
medi ci ne.

So we need t o devel op t echni ques t hat reward
good practices of risk nonitoring. W need to change
t hi ngs. Now, this has been stinulated by certain
nmessages t hat have cone across ny E-mai | recently, where
t hese i ssues are becom ng problens, andit is quite clear
t hat probl enms are being raised.

And certain bodi es m ght cal cul ate effective
dose equi val ent one way, and ot her bodi es m ght cal cul ate

it another way, and they all come up with different

nunbers.

I mean, it has gotten to a point of
silliness in sone regards. | knowthat the State of
Texas used to have arule -- and | don't knowif it is
still there because t hey have changed t he rul es so many

times recently, but there was arul e whereif you exposed
a physicianto nore radi ati on, you could |l egally | ower

his dose.
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| mean, there was arul e, and they had t hat
inthere, and you coul d | ower our dose significantly by
exposi ng yoursel f to nore radi ati on, because you crossed
t he boundary and nowyou coul d apply a di fferent rul e of
cal cul ation. Total silliness, okay, for things that
aren't uniform

So ny recommendationis that the NRC shoul d
reviewits rules on occupational dose limtationto
det erm ne, one whet her the NRC has | egal authority to
i ncorporate risk fromnon-by-product material intotheir
regul ations. That's nunber one.

And, nunber two, to investigate risk
i nf or med et hods of regul ati on based not on dose limts
and nunbers t hat are gener at ed and nmeani ngl ess, but on
practice of risk assessnent and an infornmed work force.

It is a newconcept and it is a new i dea
that | wanted to put forthtothis commttee. The idea
that nunbers aren't what isreallyinportant to generate.

What is really inportant to look at is
whet her nor not the facility has a significant risk
assessnment method in practice, and they are using it
properly toinformthe work force about what they are
bei ng exposed to. That's really what is inmportant.

Sothat isthefirst issuethat | wanted to

raise and bringtothe commttee s attention. | thinkit
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needs to be addressed. My second issue is that
conditions for licensing are specified by |Iicensing
agency and are listedonthelicense. Thisis afact and
we are all famliar with this.

Regul ati ons state that an agency nay require
conditions to ensure safety. That is perfectly sensi bl e;
and conditi ons or regul ati ons that are not subject to
public review. That's a fact, that are put on your
|i cense by the agency.

But now!l ask who i n t he agency deci des on
condi ti ons, and what gui dance is followed to ensure
uniformty, and are the conditions risk based. | think
t hese i ssues ought t o be addressed, because it is a way
that the risk based rules can be circunvented.

| would like to recommend that the NRC
reviewits policiesincreatinglicensingconditions and
make nodifications as necessary.

And define criteria under which conditions
are necessary; i.e., things like the uses uncovered by
therules, or thefacilities to have repeat viol ati ons.
These woul d be the criteria by which aconditionwould be
i nposed.

Nunmber Two, to ensure that the conditions

are ri sk based and not just arbitrary. And, three, to
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ensure uniformty and fairnessinrequiringlicensing
condi tions.
Now, thi s was brought up by several issues
that | had experience with. One is that we have a
meeting i n Houston, Texas, anpbngst radi ation safety
officers at our facility. W are a huge nedi cal center,
and we have an enornous nunber of radiation safety
officers all congregated with a couple of square m | eg|
And we get toget her and we tal k about t hese
t hi ngs, and we found out that different facilities are
treated differently, and that all of the conditions are
different, and it all depends on who you had as an
over si ght or overseei ng your |icense when it was made up.
| just had a recent situation where a
conditionwas put onour license, andit was arbitrarily
put inthere. W asked why and he said because | don't
bel i eve that you are going to do what you say you are
going to do. | want you to do this extra thing.
And then we asked, well, this is in the
rul es that we stated i n our policy and procedures, and
why do you want us to do this extra docunentati on. You
know, it is not necessary and we don't want to dothis.
This is silly.

And the idea was, well, maybe if you

di scussed it with us for a coupl e of nont hs, and we m ght
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get around to agreeing with you. But if you want it
approved ri ght away, you had better agreetoit. This
was a problem | didn't see this as fair.

And then it was brought up again in the
letter by the Society of Nuclear Medicine and the
Anmerican Col |l ege of Nucl ear Physicians, that these
condi tions coul d be i nposed on | i censes, and t hey seemto
have a problemw th it.

So it seens to be nuch broader than just the
personal experience. Sol think these are two issues
that | think are inportant to address at this point.

And | think that the ACMJ woul d be doing a
good service to the nucl ear regul atory comm ssiontotry
to give sone advicewithregardto these i ssues, because
the future of nedicineis changing, andit is changing
rapi dly, and we need to neet these problens at thistine.

CHAI RVAN CERQUEI RA:  Thank you, Lou. Those
are very good points. Any comments? Jeff.

MR WLLIAVSON: Well, | thinkI|ssue Nunber
lisreally very, very inportant. And in fact it has
been brought into focus at Washi ngton University for the
very reason that we were tal king about just earlier,
which is intervascular brachytherapy.

The fact that when cardi ol ogi sts become
i nvolved inthe delivery of treatnent using by-product
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mat erial s, all of a sudden all of their exposures from
fl oral exposures becone subject to Federal oversight, and
this is has actually provided one reason why the
radi ati on oncol ogi st shoul d be physically present. |
mean, this is one solution.

The radiation oncologist can do the
procedur e and t he cardi ol ogi st can step away and t hen
preserve their ability to avoid Federal oversight.

DR. BRI NKER: What we really need is the
radi ati on oncol ogi st to stand between us and the floral.

(Laughter.)

MR. WLLI AMSON: Precisely, and as you can
see, there are nore creative and cl ever vari ati ons on
thisthenme, but it is aserious problem and | thinkthe
fact that it points out that the-- and | think Lou has
a real point here.

That there really is an awful |ot of
expense, and in sonme cases maybe | oss of quality of
nmedi cal treatnent needed to satisfy avery arbitrary rule
whi ch i n many expert's m nds has questi onabl e dat a behi nd
it.

You know, are there such severe risks
associ ated wi t h personnel exposures, at | east to the
poi nt where there shoul d be such adherence to her rul e
that 4.99 is okay, and 5.01 is unacceptabl e.
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CHAI RMAN CERQUEI RA:  Those ar e good poi nts.
Dr. Nag.

DR NAG Wul d you clarify your point three
on your issue nunber one, or 13, that it would be
i npossi bl e to neasure the annual .5 that the m xing
exposure -- | nmean, | just want to knowa little bit
nor e about that.

MR. WAGNER: The effective dose equi val ent
i s based upon i ndi vi dual organ doses of the body and it
is based upon a waiting factor assigned to each
i ndi vi dual organ dose, andthe waiting factor itself is
based upon t he proposed radi osensitivity of that organ,
whi ch is based on sone very questionabl e dat a.

So if you are wearing a |l ead apron in a
fl uoroscopy room and cal cul ati ng your effective dose, it
isquitedifferent thanif you are exposed to a nucl ear
medi ci ne source.

Furthernore, nost of the cal cul ati ons don't
even take into account body attenuation to internal
organs. | neanit is alsosone arbitrary howwe dothis
thing, andit is a prescriptionof howto cal cul ate a
nunber, rather than to really define a safety issue.

And | think that we are getting away from

t hat phil osophy of having these prescriptive ridicul ous
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things that don't really achi eve what you are | ooki ng at,
and let's |look at what we are trying to | ook at.

Let's look at your program of risk
nmoni tori ng, and whether or not your risk force is
appropriately informedof therisks they aretakingin
t he environnent that they are working in.

CHAI RMVAN CERQUEI RA:  Jeff.

MR. W LLI AMSON: Maybe a question to John
Hi ckey, andif he could clarify what NRC s under st andi ng
of what Part 20 inplies regardingthis issue of non-by
product exposures.

MR. H CKEY: yes, andthisis partly alegal
i ssue, and | ama technical person and not an att orney,
but the way that Part 20 is worded is that the total
occupati onal radi ati on exposure that a person gets shoul d
meet the NRC limts.

And t hat assunes t hat sone of t he exposure
isfromNRCIlicensed material. That's howwe get into
the picture. Soif sonebody gets, for exanple, 3 remof
exposure fromaccel erators, and 3 remfromNRC regul at ed
material in a year, then we woul d be concerned about
that. Theintent is the workers' total exposure shoul d
be controll ed.

CHAI RVAN CERQUEI RA:  All right.
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MS. MCBURNEY: Froma State's perspective,
of course the States regul ate all sources of radiati on,
and so we do have to take into account the total
occupati onal dose.

We have -- and many of the other States --
have i ncor porat ed t he NCRP recommendat i ons fi guri ng sone
sort of EDE when there is an apron present, and they are
wear i ng a badge bot h out si de and i nsi de t he apron and
could cal cul ate that.

And so | think we are trying to make
attenmpts to do that, but in aregul atory arena you do
have t o have sone sort of limt intherule, and not just
sort of nebul ous, and ri sk-i nforned, and you knowt he
ri sk, and whatever you get that's okay.

MR. WVAGNER: W th all due respect, Ruth, |
under stand t hat fromthe poi nt of viewof regul ati on, but
| think we are in abox, and | think we can think outside
of that box.

Nunmbers don't have to be a matter of | ess
than no viol ation, or nore than a violation. The nunbers
can be used as limts or guidelines at which certain
actionitens are taken, and certain risk informedissues
are addressed.

But not necessarily that with this nunmber
t hat you have not violated and this nunber you have
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violated the rule. And we can get away from that
t hi nki ng, and we can get nore i nto the thi nking of using
t hese nunbers nore as a gui dance for advi ce and practi ce,
and whet her or not the programthat they have i nstituted
is agoodrisk-based programof nonitoring, and not a
matt er of number generati ng.

And real ly wi th t he nunbers and t he way t hat
t hey are cal cul ated, and all the nunbers that are used,
whet her it is NCRP or not, they are all wong because
t hey are al | based upon sone badge noni tor or sonewhere
on an apron, and t hen what happens when t hey use a face
shield that bl ocks the badge.

| nean, it totally nakes it a ridicul ous
nunber. So | think we have got to get away fromt hat,
and | would |ike to see thinking outsidethe box nowfor
ri sk based rul es, and | think we can get away fromt hose
nunbers.

We don't have to have them and | think
thereis creativeways to dothat and still keep a very
sane and safe working environnent.

CHAI RMAN CERQUEI RA: Davi d.

DR. DI AMOND: Lou, one thing that you
ment i oned was very di sturbing to ne, and t hat was your
second i ssue, which seened to ne that t he col | eague t hat
you were referring to was the subject of sone fickle
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treat ment by our regul ator that had no real basis, no
| ogi cal basis, andit was al nost at a punitive nature, or
a vindictive nature alnost in a quality.

And of course that had no potential for
public reviewand therefore di sputation. That toneis
t he nost di sturbing thingthat you have nenti oned so
far. Is this sonethingthat happens on a regul ar basi s?
Is this an antidotal event?

MR. WAGNER: | don't neant that to be a
matter of being punitive, or vindictive, or anythinglike
that. | don't think that isthe notivation. | thinkit
isamtter of regul ators having a m ndset about what is
i mportant and what i s not i nportant, and t hen t hey apply
certain rules.

| didn't knowwhere this newaddition was
com ng fromand | really was not the direct contact on
the issue. | was the guy inthe background wor ki ng out
the issue, okay?

And it was a duplicative issue. It was a
matter of forcing additional docunmentation on a
prescriptive basis every week to ensure that certain
white tests are done, whi ch was al ready i nthe policies
and procedures that you dothe white tests every week in

the first place.
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Wy did we need this additional
docunent ati on so t hat the RSOchecked t o make sure t hat
they were being done every week and then sign the
docunmentationthat saidthat. It didn't seemright to
me, but | don't knowthat it is vindictive or anything
i ke that.

Tonme, it isarbitrary, and that tone is
the issue. | think uniformty in the application of
t hese conditions for good reason i s what i s necessary,
and | want to enphasi ze that is a State agency, and an
agreenent State and not at the NRC
But all of this guidance conmes down fromthe top and from
t he NRC.

CHAI RMAN CERQUEI RA:  Jeffrey.

MR. W LLI AMSON: At Washi ngton Uni versity,
we have had sim |l ar incidents, too, with the NRC, and
this is NRC because we are not an agreenent State. For
exanpl e, if your institutionis sounfortunate to comm t
a violation, what our experience has been is the
i nspect ors who conme and deal with this situation can
actually sort of prescribe punishnents that go wel |
beyond the pale of the rules.

So, for exanple, in one case they ruled

basically that we had to docunent that we checked t he
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condi tion of theinplants by an aut hori zed user once each
shift.

Now, of course we checked the inplants quite
frequently, but thereis norequirenment in Part 35 that
says that we have to docunent such a check

So they sinply made up basically a
prescriptiverule, especially nmade for us, because t hey
t hought that we needed this extra Federal oversight.
Now, | am certainly not arguing against carefully
checking patient's inplants on a periodic basis.

| think that really the NRChas no authority
to be involved in this. Their oversight shoul d be
l[imtedtowhether we are followingtherules, andif we
have a vi ol ati on, we of course honestly report it, and
this was a self-detected event.

Sol think it does happen all thetinme. |
coul d nention al so |licensing experiences, where we have
had t he sanme t hi ng, especially with a newer or untri ed
t echnol ogy.

There is atendency to sort of nake up rul es
sort of on the fly, or base them on Cobalt 60
tel et herapy, or some existing standard, and then
i nappropriately adapt that standard to the new

t echnol ogy.
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CHAI RVAN CERQUEI RA: Good. Well, I think
t hese are very good poi nts, Lou, that you brought up, and
| amsure that John Hi ckey, who i s goingto be com ng up
t o mi crophone for the next presentationw || take all of
thisintoconsideration, and take appropri ate acti ons,
right, whatever they nmay be. Well, good.

Let's goontothe next topic, and maybe we
can cover that before the break, John, and that is the
rej ecti on of nedi cal waste by local landfills. Thisis
an issue that we have di scussed before.

MR. HI CKEY: Yes, M. Chairman, | think we
shoul d be abl e to cover this briefly, but I amavail abl e
toentertai n questions. | think nost of you are awar e of
t he general problem

Medi cal |icensees and ot her |icensees can
di spose of <certain materials that are slightly
cont am nat ed as nornal trash, whi ch means that t hey can
gotoalocal landfill that accepts general refuse, or
thereis al so di sposal sites that accept hazardous wast e,
but not radi oactive waste, but it nmay be hazardous for
ot her reasons because of its nmed-bi o hazard contents or
what ever .

And many wast e processors and | andfi || s have

installed radiation alarns as a preventive neasure,
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because there is all kinds of ways that radioactive
mat erial can get into a disposal facility.

So we frequently get reports several tines
a week anong us and t he St at es of these al arns goi ng of f.
And the problemis that the types of waste that can
trigger an al armcan be aut hori zed or unaut hori zed, and
thereis nofornulafor aradiation al armsystemthat can
make the distinctions that would need to be made.

In sonme cases, the authorized versus
unaut hori zed materi al cannot be distinguished by a
physi cal device. Inother cases, the sensitivity is not
a determ ni ng fact or because you coul d have nateri al that
i s shielded, and t heref ore you woul d want your al armto
be nore sensitivetofind material that is partially
shi el ded.

And i n some cases the material is very | ow
contam nation, but | owlevel s of radi oactivity, but m ght
still be unauthorized. Sothey want the alarmto bein
pl ace for that purpose.

So we get reports sonetines that the waste
generator is a hospital, and in sone cases it was an
unaut hori zed di sposal , and upon revi ewt he hospital says
t hat t hat shoul d have gone out as radi oacti ve wast e and

we let it go out as non-radioactive.
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But in other cases it was legitimtely
di sposed of. Sothe States -- the NRCdoesn't regul ate
theserefusefacilities andin many cases they are State
regul at ed, but not by t he radi ol ogi cal heal t h peopl e.
They are regul ated for sone other purposes.

So |l don't -- we don't see an easy sol ution
tothis. Wat we have done i s encouraged comruni cati on
t hat the hospitals and ot hers need to be aware of what
nonitoring systens are in place at the disposal
facilities.

And use t he sanme or equi val ent nonitoring
when t he stuff goes out the door so that they know what
isgoingtopass. Andif they knowthat sonethingis not
goi ng to pass, they need to negoti ate that i n advance and
not just wait until the alarm goes off.

DR. DI AMOND: John, | understand that sone
of these systens are very, very sensitive; is that
correct?

MR. HI CKEY: Correct.

CHAI RMVAN CERQUEI RA: | have been at
agreenent State neetings, and that's a bi g conpl ai nt, and
it is abigexpense for the States, because sonetines for
non- hazardous | evel s of radiation, they have to go
t hrough and find it, and it is very tinme and noney
prohi bitive. Jeffrey.
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MR. WLLI AMSON: What forces thelandfills
to set thethreshold solowthat you are gettingthese
reports all the tinme?
MS. MCBURNEY: They do thensel ves.
MR. HICKEY: As | said, the material could
be partially shielded. Sothey are not assum ng t hat

t hey are | ooki ng for unshi el ded materials. Sothat they

set it at a state-of-the- art sensitivity. Go ahead.

MS. MCBURNEY: Sone of the manufacturers of
these detectors will set the sensitivity thensel ves,
because the | andfill owners don't know. They just say we
want to pick up anything that we can.

The conference radi ati on control program
directors has devel oped sonme gui dance for |andfill
operators, andinsettingthe sensitivity of these, and
made sone reconmendati ons. But thelandfill operators
don't have to conply with that because they are not
regul ated by them

MR, W LLI AMSON: But it woul d seemt hat you
woul dn't have to investigate it if it were under a
certain |evel.

M5. MCBURNEY: Well, the landfill operator
woul d just call and say | have got a hit, neani ng t hat

t he al arm has gone off. So the State investigator
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MR. WLLI AMSON: Has to run out there and at
a m ni num you have to do a check of the exposure rate at
one nmet er and deci de whet her to do anyt hi ng el se. But
you are not forced to do anything nore than that.

MS. MCBURNEY: Ri ght .

CHAI RMAN CERQUEI RA: Al t hough sone of the
St at es conpl ai ned that they have to clean it up, and
first of all find --

MS. MCBURNEY: You know, first findit, and
then find out if it is just a piece of bed linen or a
di aper froma hospital, or if it is a seal ed source.

MR. WAGNER: So what are you asking us for?

MR H CKEY: This was aninformational item
primarily, and you are wel cone to coment. One of the
menbers suggested that we discuss this during the
meeting, and so you are wel cone to coment.

MR. WLLIAVSON: Well, | think thisis a
good exanpl e of theregulators, or |ikethe regulators
that we have in the regulated comunity, and our
pr of essi onal associ ati ons make gui dance t hat we nake
avai l able, and we try to pronote its use, andit is a
really good thing to do.

And maybe t hat woul d be the only longterm

strategy, but aquestionthat | haveis what is thelevel
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of conmpatibility of 35.75, which |I assune nust be
contributing to a | ot of this.

And a fol | owup questiontothat i s hownuch
of thisis duetothe changeinthe patient rel ease rul e?

MS. MCBURNEY: If it is comng fromthe
hospital, it is not duetorel ease of patients. It is
due to their normal nucl ear nmedi ci ne waste. Now, we in
Texas have a wunique rule that allows certain
concentrations of short |ived material that is|ess than
300 days, half-life, to go to the type one sanitary
landfills. And so we have got ot her waste goi ng t here,
as well as just the hospital waste.

CHAI RMAN CERQUEI RA:  Naoni and then Lou.

DR ALAZRAKI: As | understandit, Ruth, the
waste sites nonitor onwaste as it conesin. Sothey can
usually identify the originof the waste which set the
al arm of f.

And if they canidentify the originof the
waste that set the alarm off, they can call the
responsi bl e parti es and say cone get it. Andin general
the responsi bl e parties -- it happens very littleto ny
know edge in ny area.

MR GRAHAM Let neclarify that in M chigan

t hey say send the truck back. In M chigan, they just
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send t he truck back, and once you pay for atruck goi ng
into a dunp, and com ng back, you don't do it tw ce.

DR. ALAZRAKI : Ri ght .

MR. GRAHAM  So you get a really upset
teanster driver, and you don't do it twce.

CHAI RMAN CERQUEI RA: That coul d be ri sky.
Lou.

MR. WAGNER: | think the problemis avery
interesting one. First of all, has anybody has any
experience wth themreturning waste to a honme? | don't
t hi nk t hat has ever occurred, although | do knowt hat
t oot hbrushes and things |like that --

MS. MCBURNEY: Di apers.

MR. WAGNER: Yes. Usually what happens is
that froma hospital it is usually aradioactive nmateri al
t hat has been di sposed of i nto a baby or into a patient,
and soit islegally disposed nmaterial, andthenit gets
into a di aper or sonething, and thenit gets shi pped out.

O her tinesit is catheters fromthe cardi ac
| ab that get thrown into the normal trash for sone reason

because sonebody was negl i gent about doi ng that, and t hen

that gets caught. And that is actually the difference.

But | don't think that we shoul d separate
whet her or not it is -- that under those circunstances,
| really don't think as far as safety i s concerned t hat
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we should real |y separate whether it is properly di sposed
of or not properly disposed of.

The i ssue is whether it is asafety problem
| have al ways cont ended t hat t he waste itself i s nore of
a safety probl emthan the radi oactive material that isin
there nost of the tine.

The bi ggest concern t hey have i s whet her or
not there m ght be a sourcethat really is sonething of
a concern, such as a cobalt source, or a cesiumsource,
or sonmething |like this.

So it seens to nme that this would be a
-- | don't know, maybe a possibility for sone real |y good
grants and research to devel op detectors that can
separate this stuff out for thesefacilities. W have
got the technology todothis stuff. W ought to be able
to separate it out.

| don't know. Couldit be arecommendation
of the NRC? Can the NRCissue a request for proposal on
t he devel opnment of such detectors and thi ngs of that
nat ure?

DR. VETTER: It may al ready exi st.

MR. WVAGNER: It may al ready exi st then, and
t hey shoul d be abl e to automati cally be abl e t o channel

out whet her or not it i s an acceptabl e or not acceptabl e

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

255
radi oactive material, and they have to recommend to t he
waste facilities that they start using these things.

CHAl RVAN CERQUEI RA: R chard, and t hen John,
and then we will wrap up.

DR. VETTER: There are nmulti-channel
anal yzers that would easily tell the operator what the
radi onuclide is.

MR WAGNER But does it automatical ly check

DR. VETTER: Well, yes. The sane detector,
and just hook it uptothe multi-channel anal yzer. But
it is expensive.

CHAI RVAN CERQUEI RA:  And you don't have t he
expertise at these sites to do that.

MR. WAGNER: You need equi pnent t hat woul d
automatically do that and pick that up.

MR. GRAHAM | guess | woul d concl ude t hat
if youcan finda foundation that wants to pony up the
noney to do that research, fine, but if you are proposi ng
Federal tax noney being allocated to dothat, | woul d not
recommend it.

CHAI RMAN CERQUEI RA:  Al'l right. Well, I am
not sure where el se youwuldlikeustogowththis,

John. | think you have heard sone general comments.
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MR. HI CKEY: We just wanted to hear the
general discussion.

DR. VETTER: | don't knowif the NRC has
consi dered any gui dance to hospitals, but there are
t hi ngs that hospital s can do. Nunber One i s to make sure
that they foll owtheir procedures, which I think nost do,
but in terns of 35.75, they can instruct incontinent
patients, for instance, to hold their diapers inthe
garage for a week or two. We do that.

| nmean, nost patients aren't incontinent,
but occasional | y t hat does occur, and so you si nply have
toinstruct themalittle differently than you do the
normal patient. And | don't knowif that woul d be usef ul
gui dance, that kind of thing. Andif in fact nost of
this is comng from nmedi cal sources.

MR. WAGNER: The best solution is John's
sol uti on, because we have experi enced t he sane t hi ng, and
once you get that expense t hrown back at you, what you do
i'syouinvest noney into adetector that i s just before
t he garbage goes out to the waste facility.

And anyt hi ng t hat goes by it sets of f that
alarm and it gets brought right back into a storage
room and just sent for decay, and that is the best

sol uti on, and maybe t hat ki nd of a recommendati on coul d
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go out tousers and say thereisthisdifficulty, andto
avoid this expense, you nay want to consider this.

CHAI RMAN CERQUEI RA: | definitely put the
expense t hat t he agreenment States have to bear fairly
oftenonthe offender. Al right. Fred Brown wanted to
make a comment to a coupl e of the i ssues that cane up
bef ore.

MR. BROWN: Thank you, doctor. Yes, there
i's sone good points that wereraisedrelativetolicense
conditions and guidance, and the NRC is using
st andar di zed gui dance for |icense conditions.

And what nmay appear arbitrary to one may not
appear arbitrary tothe other any tine two of us sit down
and di scuss the issues.

W arecurrently -- and literal |l y yesterday,
we wer e tal ki ng about i s there aprescriptive gui dance
t hat we can get out of our instructions that will reduce
t he burden on you and us, and that will make us nore
efficient.

And specific ideas are al ways wel cone. They
can be provided directly to John or nyself, or tothe
regions. And thereis alot of comopn ground | think
going forward in that area.

One thing that | do want to be real clear on
t hough is that there are things that are i nappropriate
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for NRC enployees to do, and they are taken very
seriously, andif aninspector forces arequirenent on a
l'icensee that isinappropriate, it iscontrarytothe
regul ations, and it is contrary to our gui dance, you
shoul d contact as alicensee the region or headquarters,
or the I nspector General for the Nucl ear Regul atory
Comm ssi on.

And we take it very seriously, and | woul d
hope that everyone would | eave the roomw th that
understandi ng. Thereis no questionthat if aspecific
case is provided to us that we will follow up on it.

MR. WLLIAVMSON: If | could just ask a
gquestion of clarification. Soyouaretellingnethat
thereis-- andif | amhearing what you are sayi ng, and
under st andi ng what you are saying, thereis no | egal
basis that as the result of an enforcenent action
following aviolationtoinpose additi onal requirenents
onthe licensee that are not inthe license or inthe
regul ati ons?

MR BROM The only legal authority for the
NRCto do that is throughissuing anorder. Anotice of
violation typically requires a licensee to provide
corrective actions. Those corrective actions are at the

di scretion of the licensee.
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I f we have concerns about t he adequacy, the
formal processistodeal withlicensees andto reach a
mut ual under standi ng. But to have an inspector tell a
facility that you have to fix this as follows is not
appropriate, andit is not consistent with our policy and
procedures, andit will be dealt with on a case by case
basi s.

MR. WLLIAMSON: So can we be ordered as
i censees to foll owprocedures which are not part of the
rules, or existing docunented |icensing guidance?

MR. BROWN: The Commi ssion has | egal
authority toissue an order to mai ntain public heal th and
safety, but that i s not sonet hi ng done by an i ndi vi dual
i nspect or.

CHAI RMAN CERQUEI RA:  Ri chard.

DR. VETTER: Just toreflect onthat. CQur
experience wi th NRC has been extrenel y favorabl e over t he

years, and i n one case we di d have an i nspector who cited

us, and | tried to point out to himthat he was w ong.

He was adamant that he was right, and I

call ed hi s supervisor, andit was corrected very qui ckly.
CHAI RVAN CERQUEI RA: And t wo nont hs | at er

you got another inspection, right?

MR. WAGNER: Does our gui dance filter down
to the agreenent States in regard to those issues?
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MR. BROAWN: There are several issues that
are not covered by conpatibility. Enforcenent is anissue
not covered by agency conpatibility provisions. Sonme

agreenent States don't have formal enforcenent prograns,

and so several things don't apply to agreenent States.

The | nspect or General worl d doesn't apply,
and our conduct of enpl oyees may or may not apply, and
enf orcenment does not apply.

MS. MCBURNEY: Under what is called the
| MPAC r evi ew process, whereby the regi ons of NRC and t he
agreenent States are revi ewed on a periodi c basis, sone
of the things that they | ook at are the enforcenent, and
how inspectors are conducted, and what sort of
enf orcenment procedures are taking place.

And just com ng froman agreenent State, |
woul d rei terate that an i ndivi dual i nspector cannot order
soneonetodothat. If afacilitator is seeingthat a
specific licensing person is nmaki ng undue requi renents by
uni que i censing condi tions -- we have a set of standard
i censing conditions that are used that are very sim/l ar
to NRC s.

But i f you see that soneone is puttingthat
on t he upper managenent woul d | i ke t o know about t hat,

because we want nore uniformty inlicensing and | was
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not aware of that situation. That is sonme of ny people
t hat you are tal king about.

DR. VETTER: One last coment. | just
wanted to say that | personal |y appreciate, and | amsure
the entire comm ttee appreci ates, your invitation and
openness to make suggestions about renmovi ng
prescriptiveness in the regulations. Thank you.

MR. BROWN: And gui dance especially.
Qui dance i s nore easily responded to t han regul ati on, but
| think I speak for John, and | hope that | speak for
John in saying that we woul d certainly wel cone bot h types
of feedback.

DR. NAG. Under your newitens, | had just
one question basically.

MR. BROWN: Sure.

DR. NAG More and nore States are becom ng
agreenent States. You know, once nore than 90 per cent
are agreenent States, howwoul d t he NRC and t he ACMJl be
supported? Do we get anything back fromthe States?
Because fromwhat | understand, ACMJ and t he NRC ar e
supported by the licensing nonies of the institutions.

MR. HI CKEY: And fines.

DR. NAG If they go back tothe States, do
t he St ates gi ve sonet hi ng back to us for hel pi ng themdo
overal |l guidance and so forth?
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CHAI RMVAN CERQUEI RA: | have no idea. |
defer to John on that.

MR H CKEY: Well, | think | can answer that
nore general ly. Right nowthe NRCfunds the ACMJ. The
States don't give the NRCnoney for anything, and as it
shoul d be.

And one of the things that we are | ooki ng at
as agenericeffort -- and | don't recall whether there
was a report tothe ACMIJ inthelast neeting, but we are
| ooking at the inpact of increases in a nunber of
agreenment States, and howthat is goingtoinpact NRC s
rol e.

And t hat woul d be one of the t hings that we
woul d have to | ook at, i s whether the ACMJI shoul d be
more aconmmttee that reports tothe aggregate of NRC,
and t he agreenent States, and their funding al ternati ves.

DR. NAG Does the NRC get any funding
directly fromthe governnent ot her than theinstitutions
t hemsel ves?

MR. WLLI AMSON: Any general revenues cone
fromt he Federal Governnent to support NRC s oversi ght
oper ati ons, independent of licensing fees.

CHAI RVAN CERQUEI RA: Do you pay your own way

or are you subsidi zed?
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MR. HI CKEY: No. | understand that all of
our noney i s recovered by |li censees. However, we wi ||
still have reactor |icensee fees. There are sone charges
t hat are noved because they are viewed as a general
Federal interest, and |i ke some universities are exenpt
fromcertain fees, and the reactors cover those fees.

So there are alternatives to getting the
fundi ng ot her than fromthe hospitals for this commttee.

DR. NAG Yes, but at this point thinking
ahead, is this the time to ask the governnment or the
Congress to appropriate sone funding |i ke fromnow? |
mean, we could think ahead.

MR. WLLIAMSON: | think the ACMJ is a
tiny, tiny, tiny percent.

DR. NAG. | amtal ki ng about t he whol e NRC
and not just ACMJI.

MR. WLLIAVMSON: Well, as nore and nore
St at es becone agreenent States, where does t he fundi ng
conme to support this part of NRC. You shoul dn't single
out the ACMUI as sort of atinylittle bit of this. |
think it should be structured in the way that i s nost
ef fective.

CHAI RMAN CERQUEI RA: Exactly. But that is
sort of a broader issue that really kind of exceeds the
expertise of this committee, whichis the nedical use of
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i sotopes. So |l votethat we go for the break here, and
everybody be back at 3:15, andwe will try and get done
by 4:00.

(Wher eupon, neeting was recessed at 2:58
p.m, and was resuned at 3:15 p.m)

CHAI RMAN CERQUEI RA:  All right. The first
itemof businessisavisit fromM. Don Cool, Dr. Don
Cool , who i s back, and he nade one presentati on, but now
he has got to make another. Don.

DR. COOL: Thank you. This norning when |
was here, before we started the neeting, andit seens
li ke alongtinme ago because several other interesting
t hi ngs have happened upstairs of course inthe nmeantine.

But before we started the nmeeting, John
G ahamand | were tal ki ng, and he had this peculiar smle
on his face. And he was maki ng very strange sort of
noi ses about howthi s was hi s | ast neeti ng, and how nmuch
he was going to enjoy it, and about whet her t here was any
inmplicationof the fact that this tinme he was nowseated
next to Dr. Cerqueira, either to be kept in line or
ot herw se.

And i n the back of ny m nd as he i s sayi ng
all these things, | amthinking somethingisterribly
wr ong here, because either | have gotten nore forgetful
than | recogni ze that | have been getting, or there has
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been sone glitchinthe process, because we al ways try to
do sone recogni tion and t hanks t o peopl e who are rol | i ng
off the commttee.

And no one had tol d ne t hat dear John G aham
was goi ng of f of the comm ttee, and so | amgoi ng he has
got tobepullingnyleg, but I will just play alongw th
this for some period of tine.

And then we started the neeting, and had
recognition of Dr. Naom Alazraki. Well, alittlebit
| ater one of ny staff peopl e comes runningintony office
upstairs between neetings and says it true.

But in good true formwe have scranbl ed
around alittle bit, and having val i dated that in fact
John Grahamis not pullingny leg, andthat infact this
truly is apparently, unless of course we call a speci al
session, and be careful.

MR. WAGNER: Hey, |'m here.

DR. COOL: You see what happens. And so |
do want to take anot her opportunity both to apol ogi ze to
John that | believedthat youwere pullingnylegfor a
good portion of the norning.

And to thank you for all of the efforts that
you have given us, and that we do very, very nuch

appreci ate, and we al so wi sh you t he best. W know where
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we are, and we can still findyou, and we have been known
to do that.

And we do in fact have acertificate that I
would liketogiveyou. | will also go ahead and admit
on the public recordthat because Chairman Meserveis
not inD.C., that ww Il havetopull it back sothat we
can get the proper signature affixed to the ot herw se
regularly printed mterialsinorder for thistofinally
become a conpl ete and | egal docunment. But speci al
recognitionto John Gahamand nmuch t hanks for his tine
with the ACMUI .

(Appl ause.)

MR. GRAHAM | just told Dr. Nag that you
wanted to make sure that | paidall nmy library fines
before you really sign and send that docunent.

CHAI RVAN CERQUEI RA: Wi | e Angel a i s com ng
up, | would liketo personally say that John has been on
this commttee way beforel got onit, and heis areal
clear thinker who really gets to the issues.

And we arereally goingtomss hisability
totake alot of the discussion and to cone up wth an
appropriate notion. So he has been a very, very
effective nenber of the commttee, and | would liketo

personally thank himfor all of his help.
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The next couple of itenms will take very
littletime, andthefirst oneis ACMJ interactions with
staff, self-evaluationcriteriafor the ACMJ. And open
di scussi on for the next nmeeting dat es and agenda t opi cs,
and then | amsupposed to sumari ze t he neeti ng, which
thistimew |l not be as hard as it has beenin the past.

And while we are waiting for Angel a, the
first thingisreally theinteractionswthstaff, and we
really do need her. If we go to the next tab, it is
ACMUl self-evaluationcriteria, andthis is sonething
t hat we are supposed to do on a peri odi c basi s to make
certainthat we are still nmeeting the needs of the NRC,
and t hat we are squandering their nmoney foolishly on
| avi sh parties, andto cone up with other ways that the
NRC can support the efforts.

Maybe we coul d go t hrough and | ook at t hese
questions and see if they need to be changed, in terns of
the self-evaluationcriteria. Does the staff andthe
ACMUl interact in such a manner as to satisfactorily
address issues before the Conm ttee.

MS. MCBURNEY: Are we just evaluatingthe
guestions or the responses?

CHAI RMAN CERQUEI RA: Do we have responses?

Yes.
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MS. MCBURNEY: The responses from | ast
year's.

CHAI RMAN CERQUEI RA:  Yes, | guess we are
supposed to do it. It looks like we nmet the self-
evaluation criteri a.

MR. WLLIAMSON: | think the conmunication
is quite good, and t hey have been | think i nprovi ng on
their feedback and giving us follow up of specific
reconmendati ons.

And maybe we ought to consider when we
real | y have a concern about somet hing to nmake sureinthe
future that we always put it inthe formof an action
item

CHAI RMAN CERQUEI RA: | think so. Again, an

actionitemor a notion that basically can be clearly

identified. 1 think we needto get sone feedback from
themas wel |l . You know, the interaction shoul d be both
ways.

We shoul d get back sone i nformation, |ike

wi t h sone of the issues that we di scussed t oday about the
board approval process. Thereis sort of amnefieldin
alot of ways, and | think we can gi ve themsone usef ul
i nput providedthat we have the i nformati on avail abl e

that is before them Dr. Nag.
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DR. NAG \When you are tal ki ng about both
ways, | amwondering can the NRCstaff gi ve sone f eedback
t 0 us about whet her we are doi ng a good j ob, and whet her
we are giving themthe i nformation t hat t hey want, and
t hat woul d be hel pful to us so we know how or what t o do,
and how to prepare the next tine.

DR. DIAMOND: It woul d be al ong t hose | i nes
that | would |like to have feedback to knowhoweffective
Wwe are i n communi cating our intents to the Conm ssi oners.
| thinkalot of tine we spendtryingto provideintent
and context to sonme of our di scussions, and | would Iike
to know if what we are doing is effective or not.

MR. WLLIAMSON: And | think afollowupto
t hat comment woul d be -- and which | fully agreew th --
isthat we are not a conm ssion | evel advi sory comm tt ee.
We report tothe Director, Don Cool, basically. That is
the sort of level that we report to.

And | noticed on page 4 of our byl aws or
charter, or whatever it is, that we are supposed to have
an annual briefinginfront of the Comm ssion as a group,
which says it isinthe spring, and to ny know edge we
have not had that this year.

CHAI RVAN CERQUEI RA: W have not had it this
year. There was sone di scussion earlier between nysel f
and staff, and since we didn't knowt he status of Part
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35, and there really had not been any ot her issues in
terms of updating, we coul d request that it be donein
the fall.

MR WLLIAVSON: | think we should. | would
reallyliketonyself bringtotheir attentionthisissue
of board certification, andthe inportance and difficulty
of the rule text, in ternms of its practical
i mpl enent ati on.

Il think it is very inportant and | woul d
urge us to nake use of that expectation, because t hat was
put into -- you know, this was nade up about five years
ago when | first joined this group.

CHAI RMVAN CERQUEI RA:  Ri ght.

MR. WLLI AMSON: And it was basically just
because of this conplaint that we were not a conm ssi on
| evel advisory conmttee that this was put inas asort
of safeguard to make sure that thereis sonme mechani sm
for directly getting the Comm ssioner's ear.

DR. NAG And if we are having a fall
nmeeting and we are having it with the Comm ssioners, then
| thinkit should be atwo day neeting so that one day we
have a regular neeting and one day wth the
Comm ssi oners.

CHAI RMAN CERQUEI RA:  So, John, | guess you
are hearing the input and to basically for the Novenber
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meeting to have a briefingtothe Comm ssi oners on sone
of theitenms that we think are i nportant. Okay. Those
are very good coments.

Nunmber Two. Do the conmttee nmenbers
clearly defineissues for the staff and provide tinely,
useful objectiveinformationtothe staff when request ed.
| think that the answer to this is yes.

I think the E-mail option works very wel |
and | think Angel a has beenusingthat alittle bit nore
t han past staff nenbers, but | certainly thinkthat other
menber s of the staff coul d communi cate wi th us t hat way
in a tinmely fashion.

| nmean, a |l ot of the other organizations
that | take part in, we even do votes over E-nmail, and so
| think that is sonmethingthat should be utilized. Any
ot her comments? Dr. Nag.

DR. NAG Yes. On that sane thought of
using E-mail, the other thingthat | thinkthe Comm ssion
or the NRCwoul d t hink about isthat it i sonmetines hard
to hold the principal nmeeting. But if we needto hold a

qui ck neeting and we have a nmechanism to hold a

tel econference call, and have it in |ieu of a neeting.

You know, sonetines you nmay have one item
t hat takes one hour and we don't need t o have a physi cal
meeting for that.
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CHAI RVAN CERQUEI RA: | think that i s a good
poi nt, especially sone of these ideas, interns of a
subcomm ttee that woul d be addr essi ng specific issues.
That i s sonething that could be very easily handledin
that way. John.

MR. GRAHAM | woul d recommend that to the
O fice of the General Counsel. W have discussed that in
the past, and the difficulty is to conply with the
t hreshol d for a public neeting of the Federal Covernnent,
and to do it over an internet forum

DR. DI AMOND: So maybe that woul d be best
confined to any subconm ttee work that we m ght do.

MR. GRAHAM  Yes.

MR. W LLI AMSON: Even with subcomm ttee
meetings, youcan't doit. | would also say that for a
| arge group likethis, with nore than 5 or 6 people, |
thinkit is pretty toughto have a productive conference
cal l.

DR. DI AMOND: On that sane i ssue, as far as
ef ficiency, perhaps we coul d al so go -- instead of Angel a
havi ng t o send us the bi g binder full of the m nutes from
each nmeeting, perhaps we can have an option of just

accessing that on line as well, and save sone trees.
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CHAI RVAN CERQUEI RA: | think that i s a good
idea. We have killed quite afewtrees at this neeting
as well.

DR. DIAMOND: We did pretty good today.

MR. WLLIAMSON: Yes, it is quite slender.

MR. WAGNER: | notice that they took to
heart ny reconmendation that the multiple slides be put
on each page.

DR. DI AMOND: That's right.

CHAI RMAN CERQUEI RA: Ckay. Any ot her
conment s?

M5. HOBSON. On the public neetingissue, in
Cal i fornia, we handl e that by actual |l y notici ng neeti ngs
and gi ving the public atel ephone nunber that they can
call and they can be at least listening in on the
conference call.

CHAI RMAN CERQUEI RA: That's a possibility.
| amon a HFCA conmi tt ee, and basical ly anytinme that you
get nore than three peopletogether, it constitutes a
public meeting, and you need to have Federal Regi ster
notice and everything el se.

Vell, | think that i s somethingto consider.
The committeeis quite flexibleinworkingwth sone of

t hese i ssues. There are regul ati ons that prohibit sone
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sort or types of interactions, and we shoul d work on
t hat .

So, Angel a, maybe we can give this backto
you. W kind of | eaped ahead alittlebit intheearlier
sections.

MR. WLLI AMSON: We are startingthe self-
eval uati on.

MS. W LLI AMSON: Ckay.

CHAI RMAN CERQUEI RA:  Maybe you can go to
t hat .

MS. WLLIAMSON: Well, I will try and make
this very quick. It is not that conplicated. There has
just been a couple of changes, and not anything
nmonunent al . But one of our recent procedural changes as
you are al | actually aware of is the fact that we nowfor
t he recommendati ons i n the past, that maybe t hey didn't
get addressed in the nost pronpt manner.

Wel |, what we are doi ng nowis we havi ng t he
| MNS division director -- Don is answering those
guestions, and we are forwardi ng our stance on the issues
t hat have been rai sed, and t he recommendati ons t hat have
been rai sed. W are forwarding those directly to you as
we did before this neeting today.

And we woul d ask you that if you prefer the
bri efi ng book i n advance to go over it, or you woul d j ust
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rather wait until you got heretoget it. The good thing
about seeingit inadvanceis that you do get the chance
to read t hrough t hi ngs, and t he downsi de t hough i s t hat
when t hi ngs change, it i s not al ways feasible or easy to
-- we don't want to provide youw th 17 revi sions. So
that is the downsi de.

CHAI RMVAN CERQUEI RA:  Jeff.

MR. WLLIAMSON: Yes, | have a simlar
problemwith alarge commtteethat | runinthe AAPM
W have gone to a websi te based di rectorate, and we put
al | the hundreds of pages onthere, and t hen revi sions
can be slippedinandout easily, andthey areall inthe
formats so t hat peopl e can downl oad t hem and print them
out, or whatever they want todo. Isthat apossibility,
t hat you could put it on a secure website for us to | ook
at as PDF docunents?

M5. WLLIAVEON: Yes, that is apossibility.
W are at the current nmonent devel opi ng an ACMJ website.
So that is on our to do |ist.

MR. WLLI AMSON: And t hen peopl e coul d have
a range of options to access the materi al and what form
you put it in.

MS. WLLIAMSON: Ckay. And the travel
voucher procedures, along with the professional voucher
procedures. W all knowthat there are i ssues with those
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things. So we are goingto very briefly go over those
i ssues.

Thethingthat | wouldliketodoalittle
bit differently -- and | knowthat it i s not necessarily
going to work perfectly, but what | wouldliketodois
-- ny overall visionistonot | et anyone wal k out with
anything unless there is no way around it.

Because in the past it seens t hat t he nost
chal I engi ng and nost difficult thingto do sonmetinesis
toget signatures. Soif we can get the paperwork filled
out to the extent possi bl e before peopl e |l eave, and get
t he paperwork signed, and just leaveit, thenthat is
goingto alleviate alot of theissues that we have of
getting people paid pronptly.

Anot her i ssue that | want to point out is
t he Federal Government does not |i ke toissue checks. It
isgoingtosave us bothalot of frustrationif you go
on ahead and fill out the direct deposit fornms, and
unless it is a one tinme only paynment, the Federal
Governnent does not want to issue you a check.

So pl ease, if you have not done t hat, take
care of that. | have passed out direct deposit forns.
If youdon't needtofill out theform just ignoreit.
But i f you do, please do that sothat we canthisinto
our payroll center and get you paid.
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MS. MCBURNEY: If that was done in the past
do we have to repeat it?

MS. WLLI AMSON: No, you don't have to
repeat it. Regardless of the type of paynent, the
gover nnment does not want to give you a check for it.

MR. WLLI AMSON: How can we fill out the
travel voucher if we don't knowwhat all the expenses are
going to be? How can we do that in advance?

MS. WLLI AMSON: M proposal is that you
| eave t he paperwork here and just forward t o ne what ever
t he fees you m ght have had are. W don't need a recei pt
unl ess the expense i s over $75. We need t he ori gi nal
hotel receipts, and we need the recei pts for expenses
over $75.

DR. NAG So, $75 for all the expenses or
$75 per expense?

MS. W LLI AMSON: Per expense.

MR. W LLI AMSON: So do you just want usto
sign the conplicated formthat none of us knowhowto
fill out inadvance and |l eaveit with you, and then take
t he sinple formhone with us, and t hen after we know what
the amounts are, fill it in and send it back to you?

MS. WLLIAMSON: You can fax it to ne.

MR. WLLI AVMBON: So you just want us to sign
t he NRC For m6041 i n advance; whereas, inthe past, we
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were filling out the work sheet and t hen you woul d send
us back afilled out voucher, and we woul d si gn that and
send it back to you

MS. WLLI AMSON: Right.

MR. WLLIAMSON: So that we are tryingto
elimnate that additional step?

MS. WLLIAVSON: Right. This is just a
proposal, and it m ght just work out very well.

MR WAGNER On t he voucher for professional
services, | qguess there is sonme confusion. My
understandingisthat it starts fromyour time of travel,
and it includes your travel, as well as your tinme here.

MS. WLLI AMSON: Yes, it does.

MR WLLIAVSON: Andisn't there arule that
ifitisnmrethan 5 or 6 hours in one day that you are
supposed to charge the whole day; is that right?

MS. WLLI AMSON: Right. Over 6 hours, you
get the full days pay. If it isless than 6 hours, then
you get the hourly rate. Also on your professional
voucher, there is a contract nunber.

This formthat was actually filled out for
you when you were brought ontothe comrittee, it has a
contract nunber onit, it is very helpful if you can put

t hat nunber on the professional voucher.

(Multiple discussions off the record.)
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CHAI RVAN CERQUEI RA:  All right. Moving
right along. Let's gotothe self-evaluation. Angela,
we had al ready started t hat, and gone t hrough a coupl e of
the things. Wat el se would you like ustodowththat?

MS. WLLIAMSON: Well, there is really
-- | just revisedthe |l ast one so that you basi cal |y know
what you saidthe last tinme, and maybe it woul d hel p you
formul ate things that you woul d have forgotten. | don't
really have a whole lot of input into the self-
eval uati on.

CHAI RVAN CERQUEI RA: | guess ny questionis
are we supposed to do another self-eval uation?

MS. WLLI AMSON:  Yes.

CHAI RVAN CERQUEI RA:  >Fromt hi s neeting, as
opposed to --

MS. WLLI AMSON: Yes, we are due a self-
eval uation fromthe commttee.

MR. WAGNER: | think it should be pointed
out that --

MS. WLLIAMSON: There was a neeting in
Novenber .

MR. WAGNER: -- there was a comnm ssion
briefing wasn't it?

MS. WLLIAMSON: No, a regul ar neeting.

MR. WAGNER: There was no spring neeting.
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CHAI RMAN CERQUEI RA: | think there was a
spring neeting actually.

(Mul tiple discussions off the record.)

MR WLLIAVBON. | think to go backintine,
bef ore Barry Si egel was Chairman, where this conm ttee
was very nore of a-- andsol think that the commttee
as a whol e shoul d be proactive and stay i nthe process
and keep the neetings.

| don't think we shoul d conpress the fornat
i f we have any choi ce about it, because over the years ny
observati ons have been that this conm ttee has been an
extrenely effectiveinstrunent, at | east at the | evel of
smal | detail, and has had an i nportant influence onthe
outcome of a nunber of regulatory neetings.

DR. NAG Well, do we have to wite
sonet hing and send it to you right now or what?

MS. W LLI AMSON: No.

CHAI RVAN CERQUEI RA: Wl |, we have sever al
opti ons, but obviously we are to do a sel f-eval uati on,
whi ch woul d consi st of peopl e | ooki ng at t hese questi ons
and sort of addressing with several sentences at | east,
and what | coulddoif peoplearew llingtodothat and
sendit toneviaE-mil preferably, | couldthentakeit
as an attachnent and take the informati on and try and
cone up with some generalizations.
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So i f peopl e coul d do that and maybe wi t hin
two weeks send me witten comments on their self-
eval uation of the commttee, answers to these 10
gquestions, and send me comrent s about these specific
items it would be very worthwhile.

The best way todoit istosendit as an E-
mai | attachnent, and preferably in Wrd, and then | can
paste it and bind it, and that shoul d work.

DR. VETTER: Can | ask a question? Onltem
6, do comm ttee nenbers bring issues, et cetera. Do
menbers of ACMJI actually solicit fromyour col | eagues
comment s or i ssues that they wouldlikeyoutobringto
t he Commi ssi on?

CHAl RVAN CERQUEI RA:  Speaki ng for nysel f and
t he nucl ear cardi ol ogy community, | do get input fromthe
ASNC, t he Aneri can Soci ety of Nucl ear Cardi ol ogy, on sone
of those issues.

DR. VETTER: So you get that because t hey
know that you are on the commttee?

CHAI RMVAN CERQUEI RA:  Yes.

(Multiple discussions off the record.)

DR ALAZRAKI: Thereis another sidetothis
because | knowthat Barry Siegel, when he was on, was
very careful not to be influenced by so to speak
constituents, andtotry not to be sort of a | obbyi st
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type of relationshiptothe NRC, and | think thereis a
ot of nmerit to that thinking.

On t he ot her hand, you are representing the
groups, and so |l think it is a tough position, and we
should all be on the sanme page.

MR. WLLIAMSON: Well, | thinkit is very
cl ear that we are consultants, and we are pai d by virtue
of our personal and professional expertise, and we are
supposed to speak our own ninds, and to collect
information. But not to represent constituents.

CHAI RVAN CERQUEI RA: And | think thereis a
fair amount of conprom se that we all do with this
comm ttee and during di scussions, andso |l thinkitis
i mportant to knowwhat our constituents represent, and we
wi | | obviously nake deci sions that are i ndependent of
t hat .

MS. MCBURNEY: | think it is good to know
what they feel the issues are, but not necessarily to
mrror the entire or what the majority of themthink
about particul ar i ssues, but certainly we could bring
forthissues that are inportant, but not necessarily take
a position on those as reflected by that group.

DR. NAG | see nyself as a consultant to
the ACMUI, or to the NRC based on ny professional
expertise. If they want an input of the radiation
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oncol ogy societies -- ASTROor ARC -- they have sent
their own particular representatives.

So | think |I speak for nyself and not
necessarily for anyone el se, al t hough t hey may send ne a
message pertaining to nedicineor inthe oncol ogy sense,
but that's it. | don't speak for them

CHAI RVAN CERQUEI RA: Wl |, | guess getting
back to the self-evaluation, should we be actively
soliciting issues fromour constituents.

DR. DI AMOND: What | do is that a week or
t wo before the neeting, | make sone cal | s around and what
| try and do is not just contact nenbers of the
| eader shi p of the different professional societies, but
just call up alot of people that I knowthat are not
particularly activeinthe |l eadershipjust toget a sense
of how they feel as practicing physicians, with the
rationalethat if | don't ask for their opinion, | amnot
goi ng to know what they are thinking.

MR. WAGNER: | think | just brought up two
issues today which were generated out of ny
comruni cations with other RSOs, and also other
comruni cati ons that came to ne fromot her sources. |
don't thi nk we have to be afrai d about whet her or not the

i ssues are representative of the specific constituency|.
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I think that the di scussions that go on at
this table are clearly open and | think they are
extrenely healthy, and rel atively unbi asedwithregardto
the nature in which they are presented. They are
presenting the position of the personwhois assignedto
represent, such as nyself wi th nucl ear physicists, and
Jeff with nedical physicists, and we are representi ng our
group as a whole, and trying to stand up for it, and
bei ng consi derate of everybody else. 1 think we do a
great job.

CHAI RVAN CERQUEI RA:  Al'l right. Have we set
a date for the next neeting?

MR. HI CKEY: We have not done that yet.

CHAI RVAN CERQUEI RA: Well, if we could
solicit agendaitens say probably after the Labor Day
weekend in Septenber, then we could have specific
i nformation for you for the agenda, and we shoul d have a
meeting in Novenber, and at that point try to brief the
Comm ssi oners on what is going on with the Commttee.

(Mul ti-discussions off the record on dates.)

CHAI RVAN CERQUEI RA: All right. Sothe 24th
and 25th of October tentatively.

MR. HI CKEY: We w |l target that date, and

we won't be ableto confirmthe Comm ssion schedulethis
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far i n advance, but we cantentatively target that week
and see what we can work out.

CHAI RVAN CERQUEI RA:  So we have set t he next
neeting date, and the agendaitenms we will solicit from
conm ttee nenbers, andwe w Il solicit intheearly part
of Septenber, and plan for the neeting inthe next to
| ast week of October.

So | think we are down to the [ast item
which is the sunmary of the neeting.

MR. H CKEY: M. Chairman, could | raise a
poi nt of order back onthis self-evaluation. | know--
and | think it is in your book, but the commttee did
submt a sel f-evaluationin June, which has been | ess
than a year.

So fromt he poi nt of viewof efficiency, if
there is a perceived i ssue on hownmuch effort and how
productive it is goingto be to do another submttal,
first of all, you could do an eval uati onin the context
of the ot her eval uati ons, and what do you have that is
al ready not stated in the previous eval uations.

O we could check to see if anything is
necessary at all. 1 was al ready heari ng sone conment s
fromthe commttee nenbers, but --

CHAI RMAN CERQUEI RA:  Wel |, part of the
reason in doing the self-evaluation is to give the
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Comm ssioners the feelingthat this commtteeis doing
sonething and its real goal and function is being net.

MR. HICKEY: And | would just draw the
conmttee' s attentiontothe eval uati on that was al r eady
done, and thereis no point inrepeatingthings that were
already stated in the previous eval uation.

MR. WLLIAVEON: Well, it is supposedto be
done every year, and | think thereasonthat it is here
is because June will be upon us well before the next
meeti ng.

MR. HI CKEY: Yes.

MR. WLLI AMSON: And so there needs to be
f eedback fromthe group,and | dothink there are sone
suggestions that areinthere, including-- and nost of
t he suggestions don't really conformto t he questi ons
t hat were asked.

CHAI RVAN CERQUEI RA:  \Why don't we pl an on
getting people' s input inthe next two weeks then. How
about by May 2nd. And so to summari ze t he neeti ng, we
gave awards t o Naom and to John Grahamfor their service
tothe commttee, and they both did a superb job and |
hate to see them go.

We had the first line followup onitens
fromthe previous neeting. | thinkthistinme that we did
get nore feedback and we spent al ot of time on sone of
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t hese i ssues, and had a | ot of di scussion, and | think we
all feel better on the feedback that we did receive.

And t he status of the vacancies, | think
what has been alluded to by Jeff, we need to be nore
efficient, and we had neeti ngs where we had very few
voti ng nmenbers.

And so | think that the process -- thereis
obvi ously a procedure that needstobeinitiatedasto
the NRCstaff |l evel, and it sounds |i ke they have a 3
person conmttee waitingtoidentify that outsi de Federal
enpl oyee consul tant and give themthe input.

And once t he noti ce goes out i nthe Federal
Regi ster, within 60 days, by the tine we get all the
recommendati ons, and by the end of the | ast week of that
60 day deadline, we should have a deci sion.

So, Angel a, if you coul d maybe fol | owup on
that, and identify the tinme lines, and just kind of
notify either the whol e conm ttee or nysel f who are t he
NRC st af f peopl e and t he out si de consultants. And as to
Naom 's recomendation as to her screening the
recommendat i ons for her replacenent, | think we shoul d
take her up on that.

We heard fromCathy on the on the Part 35
rul emaki ngs and sort of identified the best case
scenari os of the publicationin June, and i npl enentation
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on January 1st, 2002. That the OVB has sone i ssues, and
that at nost two nonths. It [ooks |like the NRC has
| ooked at t he recommendati ons, and has deci ded t hat t he
process was too | ate and t hat sane positi on has been sent
to the OMG and we have no i dea howthey will react as to
that, and we will have to see.

Transition inplenmentation issues, and |
don't think thereis nmuch there, and the recognition of
certification boards. In talking to sone of the
comm ttee menbers during the breaks, this is an area
where all of us feel unconfortable. W feel that thisis
an i nportant process and we al | agree that the NRC shoul d
not be -- the practice of medicine.

And t hat we need to make certain that the
eligibility requirenents for sone of these boards neet
t he requi renents, and we have physi ci sts, radi ochem sts,
RSOs, authorized users, and we have al |l these different
| evel s of radi ationinstances, and then all of a sudden
we have gotten boards fromEurope, and we have no i dea
what t he requirenments are i n sone of these boards, and
what passing boards really neans there.

Sol think thisis somethingthat i s going
torequirequite abit of attention of the conmttee, and

realisticallyif we neet that January 1st, 2002 deadl i ne,
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all of that will needto bein place by then, and so we
don't have a |lot of tine.

We had a | ot of di scussi on on brachyt her apy
procedur es not covered by t he FDA approval , and | thi nk
it was the uni formconsensus of the comm ttee nenbers and
t he FDArepresentative, and the NRC, that our issueis
radi ati on safety, and what physi ci ans do shoul d be - -
that the NRCshould really deal with radiation safety and
not the practice of nmedicine. Jeff.

MR. WLLIAMSON: Wthall due respect, M.
Chairman, | would liketorem ndyouthat under the sort
of issue of board recognition, there was a strong
reconmendationto the staff that they i nvol ve appropri ate
ACMUI nmenbers in the discussion of inplenmentation
criteriafor thecurrent ruletext for those areas where
it appears that the board certification systemhas broken
down.

CHAI RMAN CERQUEI RA:  Thank you. The next
item was the physical presence issue for the new
brachyt herapy procedures, and there was a | ot of
di scussion and | think the coommtteeingeneral felt that
the standardis a 3 or 4 person invol venent, but given
sone of the issues that were brought up, everybody felt

tryingtocomeupwthcreative ways of decidingif the

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

290

alternate people be physically present should be
expl or ed.

And the broad licensees to utilize new
brachyt herapy procedures, and that the commttee
di scussed that basically for broad scope | i censees t hat
shoul d be left tothe institutions to basically make
deci si ons and t hat non-broad scope | i censee sites needto
go through an application process.

And t hen the rej ecti on of nmedi cal waste by
| ocal landfills. Wedidn't really take a vote, but we
felt that the of fender or the person who was i nvol ved i n
di sposi ng i nappropriately radi oactive materi al shoul d
have sone financial liability for their actions, and we
tal ked about costs associated with --

MR. WAGNER: Well, that is not the NRC s
positiontodothat. Theideawas that the best thingto
do was to make sure that the facilities avoid fromthe
costs fromt he wast e conpani es, who wi | | charge t hemf or
returning the waste, by installing detectors at your exit
Sites sothat you don't accidental |y ship sonet hi ng out,
whet her or not it is appropriatetoshipit out or not,
and t hat i s regardl ess of the question. The questionis

you should bring it back and not ship it at all.
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MS. HOBSON: But didn't we decide to ask the
NRCt o send out sore ki nd of advi sory noti ce reconmendi ng
that to --

MR. WAGNER: Yes, that they ought to
consi der the ideaof notifyinglicenseesthat thisis a
potential solution to avoid those kinds of charges.

CHAI RMAN CERQUEI RA:  That is pretty much the
di scussion. | would Ilike to thank Angel a for dealing
with this travel issue, the voucher and everyt hi ng el se.
That's great. | hopeit will work, and everybody wi Il be
conpensated. Lou.

MR. WAGNER:  You did m ss the fact that two
i ssues were brought up new fromthe committee.

CHAI RMAN CERQUEI RA: Yes, | did. I
apol ogi ze for that. Lou brought uptwoitens that will
be addressed by the staff. Anything else?

MR. HI CKEY: No, | don't have any program
items, but again | wanted to t hank everybody for their
time, and particularly for the peopl e wherethisistheir
| ast neeting -- Lou Wagner, and John, | think al ready got
away, and Dr. Al azraki, perhaps we wil| see you againin
ot her contexts.

But we recognize that you all have busy
schedul es, andthisis acollateral dutyinadditionto
your full-tinme positions, and you have ot her col | at eral
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duties, and so thank you very nmuch. It gives us a
di fferent perspective that we don't get and we don't have
i f we don't have physicians onthe staff. So thank you
very much, and thank you for bearing with us.
CHAI RVAN CERQUEI RA:  The neeting wi I | now be
adj our ned.
(Wher eupon, the neeting was concl uded at

4:13 p.m)
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