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P-R-OCE-EDI-NGS
(1:04 p.m)

MR. ESSI G As designated federal official
for this neeting|' mpl eased to wel cone you to Rockville
for the public neeting of the ACMJI .

My name i s Thonmas Essi g, |' mBranch Chi ef of
the Material s Saf ety and | nspecti on Branch, and have been
desi gnated as the federal official for this Advisory
Comm ttee, in accordance with 10CFR part 7.11.

This is an announced neeting of the
Committee, it is being held with the rules and
regul ati ons of the Federal Advisory Comnm ttee Act, and
t he Nucl ear Regul atory Conm ssi on.

The neeti ng was announced i n t he March 24t h,
2003 edi ti on of the Federal Register. The function of
the Commttee is to advise the Staff on issues and
questions that arise during the nedi cal use of by-product
mat eri al .

The Comm ttee provi des counsel tothe Staff,
but does not determ ne or direct the actual decisions of
the Staff, or the Comm ssion. The NRCsolicits the views
of the commttee, and val ues them very nuch.

| request that, whenever possible, wetryto
reach a consensus on the various i ssues that we wi ||l
di scuss today, but | al so value mnority or dissenting
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opi nions. If you have such opi ni ons pl ease all owt hemto
be read into the record.

As part of the preparation for this neeting
| have revi ewed t he agenda f or t he nenbers and enpl oynent
interest based on the very general nature of the
di scussion that we are going to have today.

| have not identifiedanyitens that would
pose a conflict. Therefore | see no need for an
i ndi vi dual nmenber of the Conm ttee to recuse thensel ves
fromthe discussion.

However, if during the course of our
busi ness, you determ ne t hat you have some conflict,
pl ease state it for the record and recuse yourself from
that particular aspect of the discussion.

At this point | wouldliketointroduce the
menbers that are here today. Dr. Manuel Cerqueira,
nucl ear cardi ol ogi st, whois Chair of the Commttee; Dr.
Dougl as Eggl i, nucl ear nedi ci ne, nmenber of the Coomttee.

Dr. Leon Mal nud, heal th care adm ni strat or,
menber of the Comm ttee; Nekita Hobson, patient advocat e;
Ms. Ruth McBurney, state representative, nenber of the
Comm ttee; David AL D anond, M D., radi ati on oncol ogi st
menber of the Commttee.

Dr. Subir Nag, radiation oncol ogi st, nenber
of the Commttee; Sally Schwarz, nucl ear pharnaci st,
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menber of the Conmttee; Dr. Richard Vetter, radiation
safety of ficer, nenber of the Commttee; and Dr. Jeffrey
W I Iianmson, therapy physicist, menber of the Commttee.

That concl udes ny opening remarks, M.
Chai r man.

CHAlI RVAN CERQUEI RA:  Thank you very much. W
al so have the next item whichis the Soci ety of Nucl ear
Medi ci ne Licensing Guide.

MR. ESSIG Yes. Onethingl wouldliketo
mention, initially, that the agenda item perhaps
m scharacterizes the guide, itself. It isnot titleda
|'i censi ng gui de, per se, it is sinply a guide for the
medi cal use of byproduct material in diagnostic settings.

We had, during the course of the, | just
want to say a few remarks about the genesis of this
gui de. During the course of revising NUREG 1556, vol une
9, we were, we recei ved sone conments fromt he Soci ety of

Nucl ear Medi cine that basically they felt that t he NUREG

that we had drafted at that tinme was nmuch too detail ed.

And we had conpl eted the earlier draft prior
to the Part 35 rul emaking, but then it kind of |ost
owner shi p and was put on the shelf for awhile. Sothen
we wer e chal | enged, as Cct ober of 2002 approached, when
t he Rul e Part 35 woul d becon®e final, and so we pul |l ed t he
ol d Vol une 9 of NUREG 1556 of f the shel f and put it out
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for coment.

And we hel d two neetings onthat inthe NRC
audi torium one on therapeutic, and one on di agnostic
aspects. And what enmerged fromthat was t hat t he SNM
cane to us and felt that they coul d produce sonet hi ng
t han we had i n the Vol une 9 for di agnosti c applicati ons.

And so we invited themto proceed, and we
met several tines over the course of the producti on of
t he gui dance docunent, and polished the |l anguageinit.
And then the ul ti mate questi on becane, well howw || we
promul gate the document and put it in general use?

And so what we ended up doing is entering
intoalicensingagreenent withthe Soci ety of Nucl ear
Medi ci ne, and basi cal |y bought therights to distribute
t he docunent on our website, at no charge to t he user
comruni ty.

We announced this in a regulatory issue
sunmary 2002-23, dated Novenmber 27th, 2002, and we
specifically stated, in the regulatory information
sunmary, and | woul d quote fromthat, the SNM s Gui de for
D agnosti ¢ Nucl ear Medi ci ne provi des i nformati on t hat nay
be useful to nuclear nmedicine professionals in
under standi ng the applicability of NRCrequirenents to
t he use of byproduct material in diagnostic settings, and
provi des measures that practitioners my use to
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8

facilitate the inplenmentation of the revised rule.

The i nformati on provided inthe docunent is
not a substitute for NRCregul ations. Licensees are
requiredto conply with all applicableparts of Title 10
of the Code of Federal Regul ations, unquote.

So that was just a, |like all of the gui dance
docunment s t hat we have, they do not contain regul atory
requi renents, they are a net hod, or an accept ed way of
i npl ementing that portion of the regul ations that they
address.

And so the diagnostic gui dance docunent
woul d be an adjunct to the NUREG 1556 Vol une 9. And,
really, that isall | wanted to say about that gui de. |
think we just may be clarifying a couple of points.

CHAl RVAN CERQUEI RA:  Just for clarification,
sothisis different than your traditional guidance
docunments that are rel eased?

MR. ESSIG It isnot, inasenseit is not
precedent setting, inthat we have ot her, on ot her parts
of our regul ative community, we do have, where we' ve
engaged w t h st akehol der or gani zati ons, where t hey have
felt that they could wite sone nore user-friendly
gui dance, if you wll.

In fact, we are encouraged to do that.
There is an Act cal |l ed the Nati onal Technol ogy Transfer
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and Advancenent Act of 1995, that requires federal
agenci es t o use consensus st andards, whenever possi bl e.

And so that we woul d -- we are encouraged to
engage onissues likethis. Andif we couldfindthat as
an accept abl e net hod of i npl ementi ng t hat part of the
regul ati ons, and then we would just --

CHAl RVAN CERQUEI RA:  No, |' mvery supportive
of it. The only question is that if the regul ated
community foll ows all the guidelines, and thenthey are
not in conpliance with the NRC, you know, if they foll ow
of ficial NRC guidelines they probably would have
somet hi ng to quote, or stand on, at the ti ne of defendi ng
t heir actions.

Do these SNM gui delines have the sane
wei ght, recognition?

MR. ESSI G Vell, we -- | believe we
recogni ze that intheregulatory i ssue summary, that we
sai d t hey were an accept abl e nmet hod of i npl enenti ng t hat
part of the NRC regul ation.

So, yes, it doesn't -- | nean, they don't
| ook I'i ke a regul ati on gui de or a NUREG and t hey have a
di fferent cover onthem and that sort of thing. But we,
nonet hel ess, reviewed t hemand found t hemaccept abl e f or
i npl ementing that part of the Rule that relates to
di agnosti c practices.
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CHAI RMAN CERQUEI RA:  Any questions?

MEMBER LI ETO Tom then would it be
accuratetosay that this was ajoint effort of the NRC
and the SNM in pronul gati ng gui dance?

MR. ESSIG | wasn't intimately i nvol ved
withit. But it was my understandi ng, we had several
meetings. And whether that really, | guess you coul d
call it ajoint effort. | nean, if you have one neeti ng
then it's probably not joint.

But as you get up to several neetings, and
fine tuningthel anguage of the docunent, yes, | would
sayitisajoint -- youcouldcall it ajoint docunent.

CHAI RMAN CERQUEI RA:  Any ot her questions?
G eat .

So the next item then, is the Update
GAO s Revi ewof Domnestic Regul ati on of Nucl ear Materi al .
And Ryan T. Coles, and the GAO s office.

MR. ESSIG You may recall, M. Col es was
here at our | ast neeting, and he i s here to update us
regardi ng the GAO audit.

MR. COLES: Good afternoon, M. Chairman,
Members of the Conmittee, NRCStaff. | appreciatethe
opportunity to cone and speak to you today. My naneis
Ryan T. Coles, |I'"ma senior nucl ear anal yst with the
United States General Accounting Ofice.
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And today | just want to give you a bri ef
updat e on sone of our work. Unfortunately the tim ng of
this nmeetingis sonewhat i nopportune, because we are in
t he process of wrapping up our work on regul ati on of
nucl ear materials in the United States.

Sothereisn't awholelot that | cantell
youinterns of our findings, but | cantal k to you about
three things today. First of all, | can give you a status
report onour three separate efforts | ooking at material s
regul ati on and security.

Second, | can describe sonme about our
obj ectives, scope and net hodol ogy, of | ooking at the
donestic regul ati on of nuclear material. And, third, to
t he extent that we have time, | can update you on t he
findi ngs of the one report that we have rel eased, thus
far, on the Departnent of Energy's outside source
recovery program

As you may recal | fromour previous neeting,
we have three ongoing efforts |ooking at nuclear
materials regulationinthe United States. The first
report, whichwas issuedinApril, andit was just issued
to the public a couple of weeks ago, was | ooking,
specifically, at the Departnment of Energy's outside
source recovery program

For those of you who are not aware, this
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programis DOE s effort to col | ect unwant ed, and unused,
greater than Cl ass Cseal ed sources that are present in
the United States, primarily fromacadem c | i censees,
al t hough t here are sone nedi cal |icensees, as well, that
have these sources.

Materials we are dealingwithare primarily
t ransur ani cs and hi gh concentrati on stronti um cessium
cobalt sources. W, weeks ago, got sone press cover age,
got some coverage fromt he Departnent of Energy, and |
can discuss that in a few nmonents, if we have tine.

The second report that we have been
conducti ng has been | ooki ng at i nternational effortsto
control seal ed sources. And this has been primarily
| ooking at the Department of Energy's and NRC s
international efforts with the International Atonc
Agency, with the Russian Federati on.

Sone of the conferences, neetings, and
efforts that have been ongoing to control potenti al
sour ces of radi ol ogi cal di spersion device materi al s.
That report has just beenissuedto our requester, which
i s Senat or Akaka, and shoul d be rel eased, publicly,
within the next three weeks.

Finally, the sort of the capstone report of
our efforts has been | ooki ng at the donestic regul ation
of nuclear materials. That report i s schedul ed to be
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i ssued to our requester on July 3rd.

It, likely, will bereleasedtothe public
shortly afterwards, three, four weeks afterwards, | would
say, so | think we are | ooki ng at the end of July, early
August, before we issue that report.

We have just finishedafirst draft, we are
about togive NRCtheir first opportunity totake al ook
at sone of our findings, toprovide us wth any techni cal
comment s, and as we proceed t hrough t he next coupl e of
t hree weeks, | think nore and nore informationw || be
com ng out, and we shoul d be j ust about fi ni shed with our
report.

Unfortunately |I can't really share our
concl usi ons and recommendat i ons wi th you, at this point,
because we haven't gi ven NRCt he opportunity to | ook at,
and that is one of our standards, is that affected
agenci es have the opportunity to conment before the
report is released publicly, or to our requester.

But | cantalktoyoualittle bit about the
wor k that we have conducted. This has been a very
extensive revi ew, and fromt he begi nni ng we knewt hat we
were biting off alot, and deci ded, and over the course
of our revi ewwe have proceeded to sort of change t he
scope of the review, to narrowdown t he focus t o what our
clients on the H Il were particularly interested in.
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We'vetriedtotakeit froman educati onal
reviewpoint, that istotrytoteach our clients, teach
t he I awmakers, howradi oactive materials are regul ated i n
the United States. And al soto narrowin and focus on
specific security concerns.

We have been aski ng what i s t he scope of the
use of radioactive materials in the United States,
specifically what i s the known nunber of |icensees, how
many sour ces are bei ng used, what are the typi cal uses of
radi oactive materials in the United States.

W have al so been wanti ng to knowi nci dents
related to the use of those materials, |ost, stolen, or
abandoned sources, m sadm ni strations, mal functi oning
devi ces, those types of things that are required, onthe
part of the |icensee community, to report to their
agreenment state, or NRC regul ators.

W have also been I|ooking at the
ef fecti veness of federal and state control s over seal ed
source material. And, finally, what efforts have been
initiated, or considered, since Septenmber 11lth, to
saf eguard radi ol ogi cal materi al .

And t o answer t hese questions we di stri but ed
surveys to all 32 agreenent states, the 18 non-agr eenent
states, Puerto Rico, the District of Colunbia, and
officials in NRC s four regional offices.
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We focused t he survey to obtaininformation
about each state's radi ation control program specific
and general |licensing activities, enforcenent actions,
the effecti veness of the control s over seal ed sour ces,
t hei r programeval uati on processes, and transportati on of
seal ed sources, and al so t he i npact of Septenber 11th on
their regulatory prograns.

We distributed the survey in February of
2003. We received responses from29 of 32 agreenent
states, and 11 of 18 non-agreenent states. W also
recei ved a survey fromPuerto Rico, and fromal | four NRC
regi onal offices.

We did not receive responses fromthree
agreenent states, Arizona, NewHanpshire, and Mai ne. W
al so di d not recei ve responses fromt he non- agr eenent
states of Al aska, Connecticut, M nnesota, M ssouri,
Pennsyl vani a, Sout h Dakota, and Wom ng. W al so di d not
receive a survey fromthe District of Col unbi a.

I nadditionto our survey efforts we visited
and i ntervi ewed a nunber of officials at the state and
| ocal level, and also licensees. We visited the
foll owi ng states during our review, and t hese states were
chosen based upon t he si ze of their prograns, the nunbers
of licensees, and the uses of materials within those
st at es.
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We visitedIllinois, Maryl and, New Jersey,
North Carolina, Pennsylvania, Rhode Island, South
Carol ina, and Uah. We alsointerviewedofficials from
Massachusetts, Nevada, New York, and Ohi o.

In each of these states we visited a
sel ection of radi oactive material s |icensees representing
avariety of uses. Wetriedto get a sanple of usesin
the academ c, research, nedical, and industrial
communities, andvisitedatotal of -- wevisitedthree
deconm ssi oni ng and decontam nation sites, two | owl evel
radi oactive waste facilities, two noi sture density gauge
manuf acturers, a selection of industrial radi ographers,
medi cal |icensees, specifically several hospitals.

We visited several large irradiator
facilities, well |ogginglicensees, nucl ear pharnaci es,
and several academ c |icensees.

The pur pose of our visits was to discuss
withthemthe effectiveness of the current regul atory
framewor k and, al so, to observe first-hand physi cal
security measures that are bei ng undertaken at these
facilities.

We al so had extensive di scussions with a
variety of NRCstaff offices, including nuclear material s

saf ety and saf eguards, nucl ear security and i nci dent

response, and the office of state and tribal prograns.
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We also involved the organization of
agreement states, and t he conference of radiati on control
program directors.

As | said, in addition to NRC we al so
interviewed officials from other federal agencies,
including the Departnent of Transportation, the
Envi ronnental Protection Agency, the Federal Enmergency
Managenent Agency, and t he Depart nment of Justice, and t he
Departnent of Energy.

As | said, we are in the process of
conpl eti ng our work, and we are conpl eting adraft report
for NRC s review, and expect our work to be conpl et ed
within the next nonth.

We are probably running alittle short on
time, but | dowant to say that our first report on DOE' s
out si de source recovery program has received sone
attention in the media, and with the Departnent of
Ener gy.

Basi cal |y we found t hat t he Depart nent of
Energy i s not givingthe probl emof collecting greater
t han cl ass Csources sufficient attention. The program
wi t hinthe Departnment of Energy i s not at a hi gh enough
priority.

The Depart ment of Ener gy does not believe
that the environnental managenent, the office of
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envi ronnment al managenent, that thisis their appropriate
m ssion to be conducting, to be going out and col | ecti ng
greater than Cass Cnaterial, andinthe nearly 20 years
si nce DOE was required to provi de for permanent di sposal
of greater than O ass Cnaterial, the agency has made no
progress towards com ng up with eventual disposition.

The Depart ment of Energy responded t o our
report and stated that we had made several errors.
First they stated that we had not gi ven enough credit to
t he Depart nent of Energy, and t he Nucl ear Regul atory
Comm ssion, in the work that they have been doing to
categorize the seal ed sources of greatest concern.

We di sagree with DOE. W do nention the
wor ki ng group report. However, at the tinme our report
was publ i shed, this working group report was, A, still
draft; and B, classifiedas for official useonly, sowe
could not discuss it in a public forum

It is interesting that DOE rel eased the
report inresponse to our report. So we will address
t hat report in nuch nore detail inthe donmestic jobthat
is comng up in the next nonth or so.

DOE al so criticizedus for not givingthem
enough credit for sources they have al ready pi cked up. On
the contrary, we did note that they picked up over 5, 000
sources sincethe progranisinitiation, andthey have
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been doing a good j ob.

It issinply that their future commtnent is
questionable. And, finally, they criticized us for not
i nterview ng any policy executives during the course of
our review.

W don't understand this criticism W net,
on several occasi ons, w th nunerous policy executives at
t he Departnment of Energy, includingthree neetings with
t he Deputy Assi stant Secretary, three attenpted neeti ngs
wi th the Assi stant Secretary, two of whi ch she cancel ed,
and one that we finally attended, but we didn't get any
substantive information at.

And it is alsoaninteresting remark that
they make, that we didn't neet with any policy
executives. |s DCEsayingthat the policy executives are
going to give us a different story than program
managenent official s?

Because, to ne, that indicates a | arger
problemthan sinply -- it indicates a disconnect in
comruni cations. |f programmanagenent isn't giving us
the sane i nformati on as pol i cy executives, thenit sounds
l'i ke there are communi cations problems within the
Depart nent of Energy.

| woul d be happy to answer any questi ons
that I can, and | apol ogi ze for not bei ng abl e t o be nore

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

20

specific on our findings, but I will try to answer
what ever | can.

CHAI RMAN CERQUEI RA: Questions for M.
Col es?

VEMBER DI AMOND: M. Coles, thanks for
com ng back, it is nice to see you again.

Earlier today M. Cox, in a closed door
session, spoke to us about sone of the conpensatory
measures that NRCi s working on, and the Conm ttee as a
whol e was very pleased to see that alot of |ogic and
conmon sense was bei ng applied as far as t he sel ecti on of
sources and threshold limts in devel oping these
measur es.

It is very hard for us to conment on what
you are doingwithregard tothe regul ati on of donmestic
sour ces, because we haven't seen your report, you haven't
sent it to your client, yet.

But the concern that | have is that this
report will, obviously, bethe framework for possible
| egislation. And nmy caution would be that it is very,
very inportant, that our | egislators get i nfornation that
not only is accurate, but al so has al ot of common sense.

Because we have the real potential for
devel opi ng | egi sl ati on which could, really, adversely
i npact the practice of nedicine, if we are not smart, on
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thresholdlimts, sonecareintheregulation, if itis
desired, into the field of norm

So that is ny only conment, or concern, to
you to pass on.

MR. COLES: | appreciatethat conment, and
| think I"mnot giving away anything in ternms of our
concl usi ons and recommendati ons, by sayingthat it is
vitally inportant, in any discussion of additional
security be placed onthis material, that that additional
security be bal anced wi th the beneficial applications of
this material.

NRC and t he appropri ate agenci es need to
take great effort in determ ning exactly what the
greatest risk materials are, and those security efforts
t hat are al ready bei ng pl aced upon them so t hat we do
not pl ace addi ti onal burdensone regul ati ons on naterial s
t hat have beneficial uses.

We are doi ng our best totell our clients on
the Hill that we can't take a broad brush approach to
security, that we have to be very specific inregulating
to the best sense possible those materials of the
great est concern, without di scouragingtheir beneficial
use in nedical, industrial, and research practices.

CHAI RVAN CERQUEI RA:  Any ot her questions for
M . Col es? Thank you very nuch for your presentation, we
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| ook forward to your next report with sone real data.

MR. COLES: Thank you, M. Chairman, |
appreciate it.

CHAI RMVAN CERQUEI RA: The next itemis
trai ni ng, education, board certification, andthe new
Part 35. Dr. WIIliamHendee, President of the American
Board of Radiology will be presenting.

Wel come, Dr. Hendee.

DR HENDEE: Thank you very nuch, thank you,

M. Chairman. And t hank you to each of the nenbers here
of ACMUJ for allow ngthe Areri can Board of Radi ol ogy to
make comrents regardi ng the training and experience
requi renents, as denoted at the present time, inthe
revisions of Part 35.

% appreci ate, very nuch, the opportunity to
be here. | amthe President of the Anmerican Board of
Radi ol ogy, ny nane is WIIliam Hendee, or Bill Hendee.

I"mal so Seni or Associ ate Dean and Vice
Presi dent of the Medi cal Col |l ege of W sconsin, and Dean
of the Graduate School of Bionedical Sciences, there.

' ma Board certifiedhealth physicist by
t he Aneri can Board of Heal t h Physi cs, and al so a board
certified medical physicist by the American Board of
Radi ol ogy. | have been a nenmber of t he Board, now, of
radi ol ogy for about ten years. I'm the current
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president, |'ma former nenber of the Aneri can Board of
Heal t h Physi cs, as wel |, and a f orner exam ner for ABHP.

The comments that |' mgoi ng t o make t oday
relatetothetraining and experi ence requirenents as
| ai d out at the present tine, inthe proposed rul enaki ng
for revisions of Part 35, and there are basically four
issues that | want to bring up for discussion.

But | want totell you, first, that nenbers
of different boards, certification boards, nmet this
nmorning wi th nenbers of the NRC staff, and we had an

excel | ent, open, and frank di scussi on on several issues,

including those which I will bring up this afternoon.

And | want to bring special attentiontothe
t hr ee peopl e that were sitting around the table w th us,
fromt he NRC, because of their openness and wi | | i ngness
tolistento our concerns and questions, andtowrk with
us towards sol utions.

And those are Roger Broseus, Patricia
Hol ohan, and Sandra Wastler. So thank you all very nuch
for allowingus. And 1l think, infact, we came to sone
resol uti on of many of the i ssues that we hope t he Counci |
here will also agree with.

So there are four issues. | wouldliketo
rai se each of these issues and see if there are any
gquestions for me on each i ssue, before we go forward to
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t he next.

And the first issueis theissue of default
pat hways to NRC recognition and board certification.
Board certification, by arecogni zed speci alty board, is
proposed as a pathway to denonstration of adequate
know edge, to be recogni zed by t he Nucl ear Regul atory
Comm ssi on.

As an authorized nmedical physicist,
aut hori zed user, authorized nucl ear pharmaci st, or as a
radi ati on safety officer, you have that inthe proposed
rul emaki ng.

And then you have, in the proposed
rul emaki ng, an alternate pathway to NRC recognition
t hr ough t he process of individual s attainingspecific
nunmber s of hours of didactic instruction and supervised
practical training.

The proposed rul enaki ng, however, i s vague
on whet her the specific nunber of hours of didactic
i nstruction, and supervi sed practical training, nust be
explicitly required by a specialty board before the NRC
w || acknow edge board certification as a pathway to
recognition, as one of the four categories, authorized
medi cal physicist, etcetera.

Now, it has been the presunption of the
Anmeri can Board of Radi ol ogy that the NRC wi shes to
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consi der board certification by arecogni zed specialty
board as a true default pathway to service, as an
aut hori zed nedi cal physicist, radiation safety officer,
aut hori zed user, or authorized nucl ear pharmaci st.

We presune, but it isdifficult totell,
fromt he proposed rul emaki ng, that the default pat hway of
board certificationis not viewed by the NRCas sinply an
assurance t hat candi dat es neet the very speci fi c hours of
di dactic instruction and supervised practical training
consi dered essential by the NRC

Because i f you were to take t hat approach,
t hen, essentially the default pathway of board
certification is no nmore than perfunctory and is a
redundant process in the proposed rul emaking.

So here is what we reconmend. The ABR
recommends that the NRC not be prescriptive inits
recogni tion of specialty boards. The ABRrecomends,
i nstead, that well established specialty boards, such as
t he Anmerican Board of Radi ol ogy, be recogni zed as a
def aul t pat hway to service in any of the categories that
recognition will be appropriate.

Wiile at the sanetinme allowingthe boardto
define the education and training experience nost
appropriate tothe safe and effective delivery of quality
care to patients.
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Now, we had an excel | ent di scussiononthis
point this nmorning. Andinthat di scussi on we descri bed
t he board certification process, whichis conposed of
three different el enments.

One is there are education, training, and
experience requirenents tosit for board certification.
Once you' ve attai ned those qualifications, and you are
admtted into the board process, you go through a
ri gorous exam nation process, which is conposed of
witten exam nations by t he Anreri can Board of Radi ol ogy,
foll owed by an oral exam nation in your particular
speci alty.

Those exam nati ons cover, they are certainly
not limted to, but the cover radiation safety, the
aspects of radi ation safety pertinent tothe particul ar
specialties.

And we exam ne i n those areas. And, in fact,
one can nmake the case that exam nation in radiation
safety, and radiation protection, is a nmuch nore
effective way of determ ning the mastery of a body of
know edge, than is sinply hours of training and
experience.

I think we have reached consensus onthis,
this nmorning. And that is that acertification board
coul d apply for dean status, as a default pat hway, coul d
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describethe areas it exam nes i n, those areas woul d be
consistent with the areas that are required by t he NRC
for recognition.

And if, in fact, the exam nation covers
t hose areas, and if the board requires mastery of that
body of knowl edge, then that board will be recogni zed as
a def aul t pat hway, without havingto state, explicitly,
an explicit nunber of hours of training and experi ence.

We are very confortable with that, and we
hope that youall will be confortablewithit as well.
Now, | et ne stopthere, and seeif thereis any question
in that particular area.

CHAI RMAN CERQUEI RA:  Jeffrey?

MEMBER W LLI AMSON: | was j ust | ooki ng at
our proposal that came back fromthe Comm ssi oners, you
know, wi th some m nor nodifications. And our intent was,
and ny under st andi ng of what cane back, does not require
a specific nunber of hours for any of the boards.

DR. HENDEE: And I' mvery happy with t hat
response. It is part -- part of nmy reason for bei ng here
istoclarifyissues of uncertainty that | think needto
be clarified, and need to be clarified in the final
report of this Comm ssion, andinthe final rul emakings,
not confusion or anmbiguity in what is and is not
required.
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So |"'mvery pleased with that response.

CHAI RMAN CERQUEI RA: | guess one questi on
t hat came up during the di scussions is that youtake a
board | i ke the ABR, whi ch covers an extensi ve body of
clinical, technical, basic scienceinformtion. And,
t heoretical ly, sonebody coul d pass the board, but coul d
have failed all the questions related to radiation
safety.

So what assurance is there that a candi date
who passes t he board has met knowl edge criteriainthe
areas of radiation safety?

DR. HENDEE: Well, in several cases the
witten exam nation focuses on different areas. Let ne
gi ve you an exanpl e.

CHAI RMAN CERQUEI RA:  Sure.

DR. HENDEE: In exam ning candidates in
various certification areas of radi ol ogi cal physics, for
exanpl e, the candi dat es take an oral exam nati on. That
oral exam nation consists of questionsinfivedifferent
ar eas.

One of those areas is in radiation
protection and safety. You nust pass that oral
exam nation. Youcan't -- you cannot do poorly on that
exam and have doi ng well on other parts of the exam
conmpensat e.
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CHAI RVAN CERQUEI RA: And t hat consi sts of

30, 40 questions, that are docunented, or --

DR. HENDEE: Well, this is the oral
exam nation. Sointhe oral exam nationyoutypically
have about five mnutes, ineachof fivedifferent areas,
per exam ner. Andthere are five exam ners examningin
t hat area.

And so you ask five questions per exam ner,
you ask one question by each of five exam ners. But that
question is an open-ended question whichthenleads to a
| ot of di scussion. So you cover the ground pretty well
by the time you are through.

And theninthe witten exam nationthere
are multiple questions on radiation protection safety.

MR. NAG | would like to ask --

CHAI RMAN CERQUEI RA:  Yes, Richard? o
ahead.

MEMBER VETTER | just want ed t o underscore,
for you, and the Comm ttee and t he general audi ence, that
when t he subcommittee beganto draft its recommendati ons,
one of its positions was that, infact, that it felt that
passi ng an examwas, nmuch better denonstrated that an
i ndi vi dual had t he conpetency, thansitting for acertain
number of hours.

So it was never the intent that a board
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woul d be qual i fied on a prescriptive nunber of hours. It
was passi ng that exam |'msorry, not just passingthat
exam it is a whole certification process.

DR. HENDEE: But, thank you again. | nean,
you are confirm ng what our belief was, but it needs to
be explicitly stated, sothat everyone understands this.

MR. NAG The Aneri can Board of Radi ol ogy
has a very extensive curriculumon radi ati on safety.
What woul d you say t o anot her board who wi shes to apply
for the exenption, but may have a lot nore limted
radi ati on safety curriculum if we don't say there nust
be X nunber of hours in the curricul unf?

The Aneri can Board of Opht hal nol ogy says,
wel | we have done one, but we have radi ation safety in
our curriculum that for anyone who has passed the
Amer i can Board of Opht hal nol ogy wi || be an aut hori zed
user, or can be an authorized user.

How woul d you deal with that situation? It
may be hypothetical, or it may not.

DR HENDEE: | thinkit is clear, inreading
t hrough t he al t er nat e pat hways to t he default pathway to
board certification, if | readthe other ways t hat you
can becone certified, | think it is clear what is
expected, in ternms of a body of know edge.

I think you can surm se what i s expectedin
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terms of a body of know edge, from reading those
alternate criteria, not so nuch the nunber of hours, but
the areas to be covered, and what you woul d expect.

And | think that a board that was appl yi ng
for dean status, as a default pat hway, woul d be expect ed
to have a net hod to exam ne and test, and eval uate, a
candi date's mastery of know edge in those areas.

So | think, infact, the basic information
isthereinthe proposed rul emaki ng t hat woul d al | owyou
to deci de whether a particular board was providing
adequat e, had an adequat e expectati on of mastery of
radi ati on safety or not. | think you could do that.

CHAI RMAN CERQUEI RA: Jeffrey, you had a

guestion?
MEMBER W LLI AMSON:  No.
CHAI RMAN CERQUEI RA:  That is unusual.
MEMBER W LLI AMBON: Wl |, anyway, there was
an effort -- I"mgoing to ask one.

I n each of the categories authorized nucl ear
phar maci st, nedi cal physicist, and so forth, we made an
effort todefinebroadcriteriafor what constituted an
acceptable, you know, in the case of the nedical
physicist it told an appropri ate nmasters and doctor's
degree, have two years full time practical training
and/ or supervi sed experience in radiation oncol ogy
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physi cs, sonme requirenents that it has to be in a
clinical radiationoncology facility, pass an exam nati on
whi ch assesses knowl edge and conpetence in clinical
radi ati on oncol ogy, safety, calibration, etcetera,
etcetera, listing --

I s that an acceptably broad specification of
t he body of know edge that, you know, any el i gi bl e board
woul d have to asses? And in particular the Anerican
Board of Radi ol ogy?

DR. HENDEE: | think so. When we | ooked
t hrough that |ist we said, well we test, we eval uate
candi date's mastery of this body of know edge inthis
areas, we coul d neet this  requirenment, solong as we are
not hel d to sone specific nunber of hours of training and
experience.

| hear you saying that wasn't your intent.
| just havetotell you that when readi ng t he proposed
rulemakingitisalittlebit hardto knowexactly what
isintendedinorder to determ ne whet her a board wi ||
nmeet those, will be accepted or not. And you are
clarifying that now.

CHAI RMAN CERQUEI RA:  Davi d?

MEMBER DI AMOND: Dr. Hendee, what we were
tryingto-- since Dick, and Jeff, and |, were t he ones
who wrote nost of this fun stuff, again, what we are
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tryingtodois givethe specialty boards this | atitude
and, really, reinforce you, support you as t he defaul t
pat hway, and only in the circunstances where an
i ndi vi dual woul d need, for some reason, to foll owan
al ternate pathway, inthat particul ar i nstance be very,

very prescriptive.

Sowhen | listento you, and when | revi ew
the proposal, | really don't think there is any true
friction going on. | understand that you are -- that

theremy bealittle confusion, but wereallytriedto
insert that operator ORinthere, to be very, very cl ear,
that only inthat alternate pat hway woul d we have t hose
very prespictive guidelines cone into effect.

DR. HENDEE: M. Chairman, |'mperfectly
satisfiedwiththisresponse. | thinkit is very hel pful
toget thisclarification. And | think |l can go back and
assure the Board of Radiology, and | think other
speci alty boards as wel |, that we understand, now, howto
go about this process, and we appreciate the |l atitude
t hat you have given us.

CHAI RMAN CERQUEI RA:  Good.

DR. HENDEE: And | do want to nove to
anot her issue.

CHAI RMAN CERQUEI RA: | suggest we goonto
t he next issue, because we have about 15 m nutes |eft.
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DR. HENDEE: This is a fairly, | think a

fairly sinple issue. And that is that oftentines
i ndi vidual s, now | ooking at individuals and their

qual i fications, oftentimes an individual acquires the

training and experience to serve as an authorized user|.

This is particularly true w th physicians,
whi |l e the physicianisinaresidency, or afellowship
program that i s accreditedthroughthe accreditation
counci |, the graduate nedi cal education reviewby the
residents review commttee, and all those kinds of
t hi ngs.

In those situations the person in the
institutionthat i s nost responsi bl e for assuringthe
training of residents or fellows, is the program
director. And we woul d recommend t hat for individuals
who receive their radi ati on experience, and radi ati on
training, whileinan accredited residency, or fell owship
program that the person best suitedto attest to that
training is the program director.

For i ndi vi dual s who di d not receive their
training and experience in an accredited program
certainly the aut hori zed user woul d be t he person you
woul d goto. But inthe case of accredited prograns, the
i ndi vi dual nost responsible for assuring that the
training actually occurred the way that it was stated to,
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supposed to have occurred, is the program director.

And we woul d recommend that that be the
person that provide the attestation statenent inthose
si tuations.

CHAI RMAN CERQUEI RA: Do you have any
guestions on that point, or --

MR. NAG Shouldit be the training, that
t he principal and the aut hori zed user, or shouldit be an
-- for exanple, there may be a friction between the
aut hori zed user and the programdirector.

You know, the programdirector may not |ike,
for what ever reason, aresident. And|l will not certify
you, while the authorized user, how do you deal with
conflicts like that?

DR. HENDEE: It is our inpressionthat the
attestation statenent i s provi ded by one i ndi vi dual, and
inthose situations the personthat i s responsible for
assuring the educati onal experience neets the standards
of the residency reviewcommttee, and t he AGCMVE, is the
program director.

And so | woul d feel much nore confortable
t hat the programdirector woul d attest to the trai ning,
rat her than an aut hori zed user, especially whenthereis
a conflict like that.

CHAI RMVAN CERQUEI RA:  Jeff ?
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MEMBER W LLI AVSON:  Your statenent, or your

descri ption basi cal |y repl aci ng t he programdirector with
preceptor, was exactly theintent of the subcommttee
when we drafted the regul ation.

DR. HENDEE: Repl aci ng t he aut hori zed user
with the program director?

MEMBER W LLI AMSON: Precisely, or a
preceptor. But, you know, what has happened is the
Conmmi ssi oners had their go at this and they, basically,
have rul ed t hat we have to put t he preceptor now, who I
presune i s sonmebody nmenti oned on an NRC or agreenent
state license, back in as the signatory.

So | think we are going to learn, |ater
t oday, the consequences of that. But, you know, that was
-- I"mnot sure, at this point, what we can do about
t hat .

DR. HENDEE: OQur advice to you, fromthe
profession and fromthe Board of Radiology is, the
programdirector woul d be a nore appropriate indivi dual
tosignoff. But | dounderstandthat we all respondto
peopl e who have authority. So that is just our advice.

MEMBER DI AMOND: | woul d just Iiketo echo
Jeff's comments. Again, if you |look through all the

drafts, every singledraft that we wote includedthe

| anguage for the resi dency programdirector and as t he
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powers t hat be, when you get to the proposed rule, it was
repl aced.

So we did our best, we agree with you.

DR HENDEE: Ckay, thank you. | will nove on
to the third point.

This is al so, maybe, a somewhat conpl ex
point. But | think we certainly reached consensus on

this, this norning. And that is the issue of

certification exam nations as a neasure of conpetency.

Because in various aspects of the
rul emaki ng, even though | think you took out the issue of
veri fying conpet ency by the preceptor, |I'mnot sure about
that, you can coment on that.

Here i s what t he Aneri can Board of Radi ol ogy
recomrends. The Ameri can Board of Radi ol ogy r ecormends
that references to exam nation as an eval uation of
conpet ence, in reference to specialty board
certification, berenoved fromany and al | secti ons of
t he proposed revisions to Part 35.

Specialty boards evaluate education,
trai ni ng, experience, and nastery of a body of know edge,
andits potential applicationsinaclinical setting.
That is what we evaluate, that is what we test.

Speci alty Boards, includingthe Amreri can
Boar d of Radi ol ogy, do not eval uat e t he conpet ence, or
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di | i gence, of individual s conducting technical or nmedical
procedures in a clinical setting, we don't do that.
We have had | ong di scussi ons about this, at
t he board | evel, and we have concl uded t hat we do not
eval uate, or test, for conpetence. W test for mastery
of a body of know edge, and its applications.
Infact, hereis the m ssion statenment of
t he Aneri can Board of Radi ol ogy, and t he m ssi on of the
Aner i can Board of Radiology isto servethe public, and
t he nedi cal profession, by certifyingthat its di pl onates
have acqui red, denonstrated, and mai ntai ned arequisite
standard of know edge, skill and under st andi ng essenti al
tothe practice of radi ol ogy, radi ati on, oncol ogy nedi cal
physi cs.
Nowhere in there is the word conpet ence.
And we woul d only recommend that inthis rul emaki ng, as
you revi se it once again, youtake out the eval uati on of
conpetence anywhere that the boards are referred to.
And you m ght thi nk about whet her or not
t hat i s sonething that youcanreally, al so, eval uate or
not. Mastery of a body of know edge is one thing,
attesting to conpetence t akes a one on one over si ght of
the individual in a clinical study, over tine. The
boards don't do that. | suspect the NRC woul d have a
hard time doing it as well.
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MEMBER DI AMOND: Bill, this is another

subj ect that we spent alot of tinmethinkingabout. In
today' s hyper-litigious world, noonereally wants to be
t he one stati ng whet her an i ndi vidual is conpetent inthe
subj ect, or not.

We had a tremendous nunber of i ndividuals
telling us that they, as programdirectors, did not feel
confortabl e bei ng t he ones signing astatenent attesting
to conpetence, they did not want that liability.

And they all saidtous, it isthe boards,
t he boards are t he ones t hat are supposed to go and hel p
prove to us that these i ndivi dual s were conpetent, so
t ake us out of the | oop for an attestati on of conpet ence,
we wi | | be happy to go and sign off that they fulfill ed
t he requirenments of the program but put that inthere
for the boards, which is exactly what we did.

And now, of course, you are naki ng t he poi nt
that you are testing on a body of know edge, but are not
capabl e of attesting to an individual's body of know edge
and conpetency in the subject as a whole.

So we are left in a very difficult
predi canent here, nmenbers of the Comm ttee, we have been
through thisquiteahbit. | welconme any ot her t houghts.

CHAI RMAN CERQUEI RA: Any comment s?

MEMBER DI AMOND: \Where does the buck stop?
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DR. HENDEE: You defi ne conpetenceinterns
of what it is that you are eval uati ng.

MEMBER VETTER: Well, just briefly, the
i ssue we struggl ed over was whet her or not a preceptor
needed to certify that the individual was conpetent. And
we chose not to put that i nour reconmendati on, but that
has been added in.

What you are rai singis an additional point
relativetothe certificationprocess, where these --
these are just draft rules, where it says, assesses
know edge and conpet ence, that i s where David -- sonmehow
we wer e encouraged to buil d conpetency into this process.

So that is howthose words ended up t here,
that is what we recomended, because we were not
recomrendi ng t hat the preceptors sign for conpetence. So
now we end up with both of them

DR. HENDEE: |f you defi ne conpetence as
mastery of a body of know edge, and its potenti al
applications inaclinical setting, that is what the
board eval uat es.

But i f you define conpetence i n sone ot her
way whi ch requi res sonme ki nd of, you know, on-site over
time eval uati on of the practice of the individual, we
don't eval uate that.

MEMBER W LLI AMSON: You require |l etters of
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recomendati on for candi dates to sit for the board.
Those | etters of recommendati on request the evaluators to
gi ve the opi ni on of the individual's conpetenceinthe
trai ning environnent.

You presune, you know, that these people
have had --

DR. HENDEE: We do ask whet her or not -- |
don't renmenber exactly howit i s worded, but we do ask
whet her or not the person who is signing off are
attestingtotheindividual'seligibilitytosit for the
exam

Whet her or not that person feels as t hough
the personis qualifiedto sit for the exam But we
don't ask if the personis conpetent to practice. |
mean, we have avoi ded this after | ong, | ong di scussi ons,
we have deci ded that we can't eval uate conpetence.

And it sounds like youall are starting down
the sanme road of having the sanme di scussion.

MEMBER VETTER | was just going to nention,
|"mfairly certain that the Ameri can Board of Health

Physi cs i s the same way, it asks soneone t o asses whet her

or not the individual is qualified to sit for the exan

CHAI RMAN CERQUEI RA: Dr. Nag?
MR. NAG | nean, if the Anerican Board of
Radi ol ogy and the other boards are not capabl e of

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

42

certifying conpetence, | nean, howare we goi ng to be,
you know, how can we even think about certifying
conpet ence?

I woul d say we go back to t he Comm ssi oners
and say t hat we can tal k about havi ng t he know edge, or
having a body of know edge, but not certifying
conpet ence.

CHAI RMAN CERQUEI RA:  Again, | think the
poi nt that the comm ttee had made t o t he Conm ssi oners
was to, you know, certification of conpetency was
difficult, but that was put back intothe draft ruleto
Part 35. Dick?

MEMBER VETTER: In your position as
President of the ABR, in your opinion who should
det er mi ne conpet ence of the aut hori zed user, or any of
t hese ot her positions?

DR. HENDEE: Well, certainly in the work
envi ronnment that i ndividual reports to sonebody el se.
And there is a nedical board in the institution, and
t here are supervi sors over the work of the individual,
and t hose peopl e are on-site, and over tineif the person
is inconpetent, that information will cone forward.

But | can't seedoingit insome sort of way
that a board could apply.

MEMBER VETTER: So whet her a board assesses
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know edge, etcetera, or whet her the NRC has prescriptive
hours, do either of those determ ne whether a personis
conpetent ?

DR. HENDEE: No, not at all.

MEMBER VETTER: Rut h?

MEMBER McBURNEY: | agree. | wouldtendto
not want the word conpetence in there if it neant
sonet hi ng ot her t han have t he know edge and trai ni ng, and
so forth, to do the job.

Or toredefine conpetenceinternms of just
what you had read earlier, as to what the board
certifies, or attests to.

CHAI RMVAN CERQUEI RA:  Sal | y?

MEMBER WAGNER SCHWARZ: | was j ust t hi nki ng
that it is possiblethat the words needto be changedto
essentially statethat certifying-- thencertify that a
body of knowl edge has been achieved, | nean,
acconpl i shed.

DR. HENDEE: Mastery of a body of know edge
and its applications?

MEMBER WAGNER SCHWARZ: Correct. Just
change the words to essentially say -- we are all sayi ng
t he sanme thing.

DR. HENDEE: W are.

MR. NAG And have qualification, or has the
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requi site qualification, rather than sayi ng conpet ency,
that i s one word we coul d use. The other thingis that I

woul d not want to add t o be eval uat ed by t he hospital or
by t he supervi sor, because that could | ead to a catch-22
si tuati on.

I f you have a new enpl oyee t o do t he wor k
t hat nust nmean havi ng an NRC aut hori zed user, he cannot
get that unl ess he i s worki ng, and has been supervi sed by
sonmebody el se. So | woul d not want to have, you know,
soneone i n t he depart nment supervi si ng peopl e, and get the
i cense.

CHAI RMVAN CERQUEI RA:  Jeff?

MEMBER W LLI AMSON: So | guess t he questi on
i's, mybe to Tom can we del ete t he word conpet ence, and
put i n some nore general specifier, as has been di scussed
within the guidelines presented to us by the
Comm ssi oners deci sion?

MR. ESSIG Well, certainlythe Ruleis up
for cooment, and if that is a coment that comes -- |
mean, --

MEMBER W LLIAVMBON: And | will comment, just
for information purposes, it may hel p expl ai n sone of the
confusi on about this, isthereareerrorsinthewaythis
draft rule, that was just distributedtoday, are witten.
It reallyisnot witten, at all, with the sane | ogic as
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t he original proposal.

| assume this is an error that was not
i ntentional.

MS. HOLOHAN: |'mTrish Hol ohan froml IMNS.
The Comm ssi on SRMi s speci fic sayi ng we can't change t he
precept or statenment, but we can certainly clarify that
the word conpetency neans sufficient attestation to
denonstrate that the candi dat e has knowl edge to ful fill
t he duties of the positionfor whichcertificationis
sought .

So we can do it in the statenments of
consi derati on.

CHAI RVAN CERQUEI RA: Dr. Hendee, was t hat
sonet hing that the ABR would find acceptabl e?

DR. HENDEE: Yes, very much so.

CHAl RVAN CERQUEI RA: So cl arification of the
word conpetency?

DR. HENDEE: Sure, defineit inaway that
we can actually evaluate it.

CHAl RMVAN CERQUEI RA:  Yes. Ral ph?

MEMBER LI ETO. | was going to ask Tri sh,
woul d that be in the definitions of Part 35, that you
defi ne conpetency in the Part?

MS. HOLOHAN: No, it would be in the

statenments of consideration for inplenmenting the Rule.
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MEMBER LI ETO  Rut h just ki nd of whi spered

to me the sane comrent s t hat are goi ng t hrough nmy m nd,
because statenents of consideration, they are out there
t hat one tine.

And | thinkif you had what, exactly, it was
right inthe Rule, I don't think you woul d have this
hi story going on with what does it really nean? And
basically we are tal ki ng mastery of a body of know edge,
and the ability to function independently.

MS. HOLOHAN: | think in addition to
clarifyingthe statenments of consideration, we can al so
clarify the forns toindi cate what conpet ence neans. The
form313 and we are | ooki ng to creat e anot her formt hat
boards submt.

CHAI RMVAN CERQUEI RA:  Dr. Nag?

MR. NAG Yes, | think aninportant enough
poi nt that even t hough what has been witten, we should
still beabletoinsert, inthe main Part 35, rather than
suppl enent the thing.

One point | think we can talk to the
Conmi ssi oners, we have a neeti ng next week, if the ACMU
feel s that thisis aninportant enough, even t hat one
word, it may be worthwhile talking directly with the
Comm ssi oners.

CHAlI RMAN CERQUEI RA: Right, sothisis the
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revision of Part -- therevisionof therevisionof Part
35. Soitisstill, youknow, being considered, and |

t hi nk coul d appropriate, with the recommendati ons of the
Comm ttee, and t he approval of Staff, be advanced i n t hat
format .

So | gather, from the ACMJI, and the
presentation, that people agree with the ABR s
recommendati ons. Thank you. Your |ast point?

DR HENDEE: Well, ny | ast point i s conposed
of a comment, a statenment. And ny comment is that the
Aneri can Boar d of Radi ol ogy supports the website listing
of specialty boards that serve as default pathway to
service, as AMP, AMJ, ANP, and whatever.

W |liketheideaof weblisting. However --
- sothat is acoment. Now, the statenment is that in
spite of that the ACMJl is on record, in a previous
report, of making certain recomendations that the
Ameri can Board of Radi ol ogy strongly objects to.

So |l would liketo make those objecti ons,
eventhoughl realizethat, infact, thereis goingto be
no inclusion of any boards in the rulemaking itself.

The obj ection goes as fol |l ows:
Recommendati ons of ACMJI dated August 1st, 2002,
recogni zed board certification by three specialty boards,
Aneri can Board of Heal t h Physi cs and Conpr ehensi ve Heal t h
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Physi cs; Anmeri can Board of Medi cal Physics and Medi cal

Heal t h Physi cs, and t he Aneri can Board of Sci ence and
Nucl ear Medi ci ne and Radi ati on Protection, as a default
pat hway t o recognition by the NRCas a radi ati on safety
of ficer.

The ABR strongly objects tothis listing
because it omts board certification radiological
physi cs, and i n nmedi cal nucl ear physics, by the Ameri can
Board of Radi ol ogy, as pathways to recognition as a
radi ati on safety officer.

I ndi vi dual s presently serving as radi ati on
safety of ficers for many nucl ear nmedi ci ne prograns acr oss
the country are board certifiedinradiol ogi cal physics
for medi cal nucl ear physics by the Ameri can Board of
Radi ol ogy.

Furt her educational experiences for ABR
certification of these specialties neet, or exceed, those
for each of the three certification boards that were
originally proposed as default pathways by ACMJI .

So we went on to say t hat we want t hose two
specialty certificationsincluded, if thereis goingto
be boards mentioned inthe rul emakingitself. Now, we
realize that no, it is not going to be the way it
happens, it is going to be on the website.

But | just wanted to be on record, here,
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t hat t he Board of Radi ol ogy strongly objects to being
excluded fromthe |isting of boards that original |y ACVI
put forward. That is our statenent. | don't knowt hat
it needs any discussion.

But it does raise, now, theissuethat | do
want to bring up. Andit has to dowth the fact that
one explanation for why the Board or Radi ol ogy was
excl uded goes as foll ows:

Om ssion of ABRcertification of nedical
nucl ear physics, and radi ol ogi cal physics as default
pat hways to NRC recognition as a radiation safety
officer, has been defended by sone. | got this
expl anation froma couple of people.

Who poi nt out that persons recogni zed as an
aut hori zed nedi cal physicist, that is, through board
certification by the Ameri can Board of Radi ol ogy and
Ther apeuti ¢ Radi ol ogi cal Physics, roentgen ray and ganma
ray physics, X-ray and radi umphysi cs, or radi ol ogi cal
physi cs, those are all historical certifications, can
serve as a radiation safety officer.

So t here was an al t ernat e mechani smcom ng
t hrough t hese t herapeutic radi ol ogi cal certifications
t hat woul d al | owsonmeone to serve as radi ati on safety
of ficer.

However, this pathway to service as a
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radi ati on safety of ficer i's restricted to
responsibilities over "simlar types of use of byproduct
mat erial for which the individual has experience".

The board certification pathway, as |
menti oned above, with the exception of one of them
radi ol ogi cal physics, are designed for individuals
working in radiation oncol ogy, where the uses of
byproduct material are for therapeutic applications.

It isnot clear, it is not clear, whether an
aut hori zed nedical physicist would be considered
qualified, by the NRC, to provide radiation safety
oversi ght of the use of unseal ed radi oactive materials
for diagnostic procedures, or in research.

These di agnosti c applications constitute by
far the nost wi despread use of byproduct material. The
ABR presunmes that it isthe NRC sintent to extendthe
radi ati on safety responsibilities of authorized nedi cal
physicists to diagnostic applications of byproduct
mat eri al .

If that presunptionis correct, thenthe NRC
shoul d stateits intent, explicitly, in the proposed
regul ati ons. Can an authorized nedi cal physicist,
working in radiation therapy, be designated as a
radi ation safety officer, for unseal ed radi onucl i des used
in diagnostic procedures, and in research?
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I f the answer tothat i s yes, providedthey
have some training inthat area, which they all would
have, then the answer is settled. If not, because the
speci fic applications that the personis responsible for
are basically seal ed sources in therapy, then ! think
we' ve created a problem of who is going to be the
radi ati on safety officer for these di agnosti c nucl ear
medi ci ne prograns around the country.

And | can't tell, from reading the
regul ati ons, what the intent is.

CHAI RMAN CERQUEI RA:  Ri chard?

VMEMBER VETTER: | don't renenber the
specific points of discussion. Sone of this gets a
little convoluted. Tendto exclude anyone, but rel ative
to the point you nake about, okay, what is the --
relative to a scope of that person's certification, how

woul d that relate to the scope of the programif they are

named RSO?

| can't answer that, off-hand, w thout
reviewingthisinnoredetail. And, youknow, it is not
ultimately our decision, anyway. But as we are -- | was

hopi ng to be abl e to explainto you what we did, and |
can't renenber the specifics of the discussionrelative
tothat particul ar point, conparingthe scope of AMP, for
exanpl e, versus the scope of the program
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DR. HENDEE: Let me just respond to that

before Jeff. 1t all hangs on the definition, or the
interpretationof this statenent, responsibilities over
sim |l ar types of use of byproduct material. It all hangs
on that, and you have to expl ai n what t hat neans, and
then | will understand what you i ntend, what you are
trying to get at.

MEMBER VETTER: Ri ght.

CHAI RMAN CERQUEI RA:  Jeff?

MEMBER W LLI AMSON: Wel I, | think simlar
t ypes of use neans 300, 400, 600, | nean, that is the way
NRC cat egori zes them and |' msure that is howit was
intended. So | think the intent was, whether it was
advi sabl e or not, that RSO of a broad scope |icensee
needs a broader certificationcredential, |ike nedical
heal th physics, or Anerican Board of Health Physics.

| think that was the intent, and the t hought
was that the smaller |icensees that fall short of being
br oad scopes, woul d be caught by the condition at the
end, which al |l ows aut hori zed users, authorized nedi cal
physi ci sts, and ANPs, to be radi ati on safety officers for
prograns i nvol vi ng byproduct uses sim | ar tothose of
their experience.

But |1 think you' ve brought up a case where
radi ati on oncol ogy in asmall hospital, maybe, is the
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mai n source of technical expertise for doing health
physics, andtherereallyisn't aviablechoice, other
than the ANP, to be the RSO for the whol e operati on.

And t hat, you know, if we don't repair this,
and | support your proposal that we do do sonmethingto
repair this, it may be that we wi || actual | y be wor seni ng
radi ati on safety by forcing these prograns to have of f -
site RSOs, and consultants, and so on, as opposed to
havi ng sonebody on-site, full time being the RSO

So | coul d see t hat nmaybe t he proposal coul d
do sone harm

DR. HENDEE: Could | just respond? I think
youreally want tothink this through very carefully. In
my institution, which has a broad |icense, and has a w de
spect rumof prograns, as do nost of your institutions, |
can see where we coul d have a person certified by the
Anmer i can Board of Radi ol ogy and Medi cal Nucl ear Physi cs,
serving as radiation safety officer over all the
di agnosti c applications.

And we could have a radiation therapy
physi ci st serving as radi ati on safety officer over all
the therapeutic applications, and now we have two
radi ati on safety officers, instead of one.

Sol thinkthisisaconplicated -- | think
it isnot just small programs, it al so creates probl ens
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inlarge prograns, aswell. Sol think youreally need
to think this through.

And our recommendati on, by the way, is that
a person certified as an aut hori zed nedi cal physici st,
shoul d be given authority to serve in the radiation
safety of fi cer over research and di agnosti c appl i cati ons,
provi ded t hat he has had sone basi c educationinthe sue
of unseal ed sources, and what constitutes radiation
saf ety and protection practices for those sources. Then
t he probl em woul d be sol ved.

CHAI RVAN CERQUEI RA: We are about out of
time, here. Any other questions, or any ot her comments?
Yes?

MEMBER LI ETO | had two conments. One, |
t hi nk maybe you shed sone | i ght on where t hat ar eas of
expertise caneintoplay. | thinkthere was concern that
i f you had, say, a physicist whois boardcertifiedin
j ust di agnosti c radi ol ogy becom ng an RSO over a program
with radi oactive materials, that there wouldn't be the
expertise there, even t hough he was t he physi ci st of the
facility.

And it woul d be that situation, and al so
maybe a physician, whose expertise my be just in
di agnosti c uses, andtheninaprogramw th radiation
oncol ogy, Brachy t herapy, m ght be asked t o becone e RSO
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for the |icense.

That being said | definitely support your
poi nt s about t he aut hori zed nedi cal physicist, actually
fromreverse end, that sonmeone coul d be board certified
i n medi cal nucl ear, and yet there m ght be questions
about their ability to be RSO over either a brachy
t herapy program or a broad scope program

And definitely would create, | think,
si gnificant shortages of conpetent RSCs over those types
of prograns.

DR HENDEE: Thank you very nuch for hearing
us out, thank you all.

CHAI RVAN CERQUEI RA:  Thank you. All right,
t he next presentationis adiscussionof NRCIicensing
timeliness proposal for nmonthly, binmnthly, ACMI
t el econf erence.

MR. ESSIG Ckay. This caption for this
topi c was only neant to serve as a poi nt of discussionto
i ncreased engagenent between the Staff and the Coonmttee.
And | don't believe that anybody shoul d seriously, shoul d
interpret that we were seriously considering nonthly and
bi mont hly conference calls.

That was not, that was just a suggestion for
nor e frequent engagenent. | think onthe benefit side of
nor e frequent engagenent we see nore ti nely exchange of
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i nformati on between the Comm ttee and the Staff, nore
timely resol ution of i ssues, and nore opportunity for the
Committee to provide input.

Now, sone of the concerns that we woul d have
wi th t he addi ti onal engagenent, what |' mtal ki ng about
here i s nore engagenment than the two times duringthe
year, sem -annual neeting.

That, first of all, additional is noretine
consum ng on everybody' s part, especially us preparing
for the addi ti onal engagenents, in whatever formthey
are.

We have to deci de, i n advance, when t hese

wi |l occur, sothat we nust publish these neetingsinthe

-- or these conference calls, in the Federal Register.

And t hen once we do that we wi || ki nd of be
| ocked into the schedul e, unless thereis avery serious
reason to change it. Sonetinmes we nmay have trouble
getting a quorumtogether to reach resolution on an
I ssue.

The -- so those are just sonme of the
concerns. And, of course, then the increasein cost,
because we woul d pay t he menbers for preparation for the
conference call, engaging in the call, and then the
foll ow-up activities.

And so as an exanple, if we wanted to try
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that yet this fiscal year, it is probably going to be
difficult to do, because of our budget is pretty well all
spoken for.

So this m ght be sonet hing that we woul d
have to defer until fiscal '04. And even thoughthat is
relatively fixed, there may be opportunitytodoalittle
trading wi thin the budget. That is to reduce sone effort
i nsone other areato create the resources to address
this area.

What | woul d suggest is that on a tri al
basis, starting -- let's see, our next neeting of the
Committeeis goingtobeinthe fall, so probably the
Oct ober, November time frame.

I woul d suggest that we institute a series
of noticed conference calls, publicly noticed conference
calls, tofill inthethree nonth -- duringthe, roughly,
at the mdpoint of the six nonth interval in between
meeti ngs.

So t hat we woul d have, the first one woul d
probably be inthe January '04 tine frane, and we woul d
put out a Federal Register Notice, we woul d have an
agenda in that notice, and we woul d have to set up a
conference call bridge that interested nmenbers or the
public couldcall intoatoll free nunber, and listen
i n, and we woul d gi ve t heman opportunity to make coment
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if they so desire.

And so -- yes, I'msorry?

MEMBER DI AMOND: It may be, that fromthe
di scussion earlier today, we may have addressed this
i ssue. Asyourecall, we made a recommendati on earlier
today, that approximately two weeks after the
di sbursenent of the Staff response, we woul d have an open
t el ephone conference call, ACMJU, Dr. Mller's office,
and t he public, the purpose being primarily to go and
resol ve i ssues of discord, tryto nove priorityitens
f orwar d.

And per haps at that sanme call we coul d al so
go and conduct this business. And that would fall
perfectly in the m ddl e between our spring and fall
nmeeti ngs.

And | think that one conference call between
schedul ed neeti ngs here woul d probably suit our needs
quite well.

CHAI RMAN CERQUEI RA: I think we had a
di scussion this norning, and just a statenent, |I'm
agai nst these preset nonthly or binonthly schedul ed
nmeet i ngs whi ch, you know, i f we don't have enough agenda
items, it is a waste of everyone's tine.

And as we discussed this nmorning, in a
cl osed session, we foll owup on the mnutes, and then t he
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Staff revi ewof the previous neeting woul d be adequat e.
That woul d be, you know, at | east two additi onal contact
points a year, for a conference call.

And we coul d see how t hat works out, and
t hen seeif we need addi ti onal ones, if there are burning
i ssues.

MR. ESSIG |'dIliketo suggest that just on
atrial basis, and then revisit the question. So we
m ght, possi bly, go ahead and schedul e two of themin
2004.

CHAI RVAN CERQUEI RA: Yes, that woul d be
r easonabl e, because t hat woul d put sone, you know, focus
time commtnents fromthe Staff to get the m nutes out,
and to find out whether the issues were addressed.

MR. ESSIG Yes, and we could cover the
issues that Dr. Dianond is rem nding ne of, and al so any
new agenda itens, any -- this would be a goodtineto
di scuss any energi ng i ssues t hat have cone up, questions
and so forth.

Yes, Ruth?

MEMBER McBURNEY: Woul d t her e be a f undi ng
probl emto have one between this neeting and t he fall
meeting? You said that --

MR. ESSIG | would havetolookintoit, to
be sure. It is hardto say, off thetop of ny head, but
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| would be willing to look into it.

MEMBER McBURNEY:  Good.

CHAl RVAN CERQUEI RA: Al l right. Well, thank
you very nuch, and maybe we can nove on to t he next ti ne,
whi ch i s the T&E Rul emaki ng St at us and Di scussi on, and
Roger Broseus will be | eading the discussion.

DR. BROSEUS: | want to thank you all for
havi ng me here today.

CHAI RMAN CERQUEI RA: Roger, if you could
maybe nove to t he si de, because you are directly in front
of the screen, there. Yes, just use that other
m crophone there, get alittle closer tothe m crophone.
That is good.

DR. BROSEUS: By the way, there are a few
extra slide sets here, |'mafraid we don't have enough
for everybody i n the audi ence. Angi e, want to put these
in the back?

This is essentially a slide set | put
t oget her to cover both of our neetings today. | was
| ucky enough to be coordi nating a public neetingthis
norni ng, with the Board present, and nenbers of the
public, as well as briefing, so a dual purpose set.

Before | | aunch into the di scussion, | just
want t o poi nt out that there are a coupl e of nmenbers of
our wor ki ng group here in the audi ence today. Ron Zel ac
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iswith MSIB, material inspection safety inspection
branch. | think that | saw John Zabco. John is back
here, heiswiththe Ofice of State and Tri bal Prograns.

O her nmenbers of the worki ng group, which
|"m the coordinator for, are David Walter, he is
representing agreenent states onthe working group. He
is from Al abanma.

Susan Chi dakel is fromour of fice of General
Counsel . Susan, |'msorry, you are short, | didn't see
you. It is aninside joke. Sally Merchant fromthe
of fi ce of enforcenent, and we al so have representati ves
fromour adm nistration and office of information.

Some of the slides |'mgoingto present to
you today, |I'mgoingto runthrough very quickly, because
we are short ontine, and | want to be abl e t o enphasi ze
certain areas where we are | ooki ng for sone i nput from
ACMUI .

And thisis onethat I'mgoingto go through
very qui ckly. You guys are famliar, already, |'msorry
| adi es and gentl enmen, with howwe are to where we are
today, with you all briefingthe Conm ssion, and so on.

This |l ed to subpart J being incorporated
intothe Rule, etcetera, Staff working wi th ACMJ , Tony
Tse is over here in the corner, he and Linda --

CHAI RVAN CERQUEI RA:  Roger, for the sake of
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time and di scussion | -- we shoul d acknow edge al | the
peopl e t hat have been i nvol ved, but if we |list everyone
itisgoingtoeat upthewholetinme. AndI| don't nmean
to di srespect anyone.

DR. BROSEUS: Inthe end there was a St aff
paper that went forward to t he Comm ssion, withthree
recomrendat i ons, whi ch was to use ACMJ ' s recommendat i ons
as the basis for the Rule, it was adopted by the
Comm ssionin SRM02-0194. Wththe provisothat we |list
recogni zed boards on our website, rather thanin the
Rul e.

W di scussed, already, to acertain extent,
and others have nentioned that we have to keep a
preceptor statenent as witteninthe Rul e, and t here was
sone discussion of that by Dr. Hendee, with the
clarificationthat it is not clinical conpetency, but
attestation of know edge that we are after.

And we have heard t he corment s on t hat, and
we w || be working tothat end. The SRMrequired a cl ear
radi ol ogy determi nationto neet criteria, and they al so
t al ked about i npl enmenti ng procedures, which | want to
cone back to later in my discussion.

Now, ACMU nenbers have draft rul e text that
is pre-decisional, which the working group has put
together inyour materials that were presented to you
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t hi s norning.

| want to nention howwe got to where we are
at inthat today. First of all, thefirst part of your
reconmendation, tolist the boards in the Rule is not
t here, because that was direction fromthe Comm ssion, to
be on the website, and all boards nust be eval uat ed,
okay?

We adopted nost all of the changes, or
i ntended t o adopt nost all the changes inthe word of the
Rul e or the newRul e t ext that ACMJI presented, but we
f ound sone need f or wor di ng changes, which are revi ewed
in sone slides that cone up |ater.

Ther e are al so sone changes you i nt roduced
i nt o what have been commonly ternmed al t er nat e pat hway,
whichgoalittle bit beyond, in sonme cases, just witing
rule text for recognition of boards, and t he wor ki ng
group | ooked at that, too.

Now, one of the things that | want to
mention, specifically, is ACMJ recomended that
i ndi vi dual s, that T&E of an i ndi vi dual be evaluated to
make sure t hat they have trai ning or experience wi th new
nodal i ti es, or newapplications, or the ones they are
going to be working wth.

And an exanpl e of where that canme inwas in
35390, and your reconmmendationwas thefinal littleDin
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parenthesis. Now, youwon't findit witten that way in
the draft that the Staff has prepared. W changed t he
nunbering around to try to avoid redundanci es.

So, in general, there may be sone cases
wher e our nunberingis abit different fromwhat you had
inyour draft. There are references inthis presentation
t o nunbering, they are the nunbering inthe reviseddraft
proposedruletext, that isintheleft-hand col um of
t hat table.

Anot her exanpl e of changes that we cane
across that feel are needed, and where t he nunberi ng
needs to be addressed is in 392 and 394, there are back
references to the experience requirenents that ACMUI
recommended, were oral adm nistrations, for exanple.

And so the Staff has found a need t hat we
are going to have to address, maki ng sure that cross
referencewithinthe Ruleis taking care of, whenthere
are cross references back to 390. And we didn't see
t hose changes in the ACMJ text.

The next point | want to get to, where we
need sone advice, is ACMJ recomended i ncl udi ng t he
Royal Col | ege of Physi ci ans and Surgeons of Canadainthe
i st of approved entities for recognition of residency
prograns, and excuse ny use of theterm and al so as one
of the boards that would be in the pathway for
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recognition of board certifications.

The Staff feels that we don't have a cl ear
basi s for includingthe Royal Col | ege of Physici ans and
Sur geons of Canadainthe Rule. And sowe wuldliketo
solicit sonme input from ACMJl on the basis for that.

CHAI RMAN CERQUEI RA:  Jeff?

MEMBER W LLI AMSON:  Well, |I'm confused,
because | thought we were taking all references to
specific boards out of therule. That | thought your
revised rul e text was going to have themall on a web
page, so why does it matter whether we answer the
questi on now?

DR. BROSEUS: Thereis a, and youw || have
tolook at the Rule text later on. | wishl hadtineto
go into these in detail, | just can't. There is a
par agraph, or a sectionin here, where the Canadi an Board
isreferencedinthe Residency area, but not inthe Board
certification pathway.

DR. DI AMOND: Yes. | think you're correct
on that point. Just froma witing standpoint, the
reason t hat | anguage was probably i ncl uded was si nply
t hat of precedent. Wen we were naking ateamtorewite
these for clarification and updati ng we di d not go and
substantively change that type of information, so |
cannot goandtell youwhy it is that way except that we
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did not add nor deleteinour early draft versions. For
exanpl e, the sane thing would hold with the Anmerican
Boar d of Osteopat hi c Radi ol ogy. Wen we nade an att enpt
to del ete that as an aut hori zed user enuner at ed board, we
ran into all that trouble with that.

DR. BROSEUS: The key i ssue hereisit's a
foreign board, nointent to separate out Canada fromt he
rest of the world or whatever.

MS. McBURNEY: |It's an accreditation.

DR. BROSEUS: Pardon ne?

MS. McBURNEY: |t's an accreditationrather
than --

DR. DIAMOND: Yes. | don't thinkthat's a
board.

MS. McBURNEY: It's a residency program

DR. BROSEUS: A residency program So we
need a basis for including that. G ven the ambunt of
time |l have, I'dliketo nove on, and t hen we have sone
time for nore questions and di scussi on at the end, we'l|l
go with that.

Going up to Slide Nunber 8, staff decidedto
recomrend i nclusion of -- I"mtrying to present this
efficiently. Inthe current rule, specialty awards nmay
be recogni zed i f they neet the requirenments inthe so-
call ed al ternate pat hway. And t here was sone di scussi on
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infact during your neeting | ast summer that that option
be continued as a way for a board to satisfy NRC
requirenments. But it didn't come throughinthe final
ver si on of the docunent that you presented in the options
paper.

Staff feel s that keepingthat option as one
mechani smby whi ch a board may sati sfy NRCrequirenents
is sonething we should have. It also satisfies the
potential need of there is one board that has been
recogni zed usi ng t hat pat hway, and we want to make sure
that they don't lose their certification by sone change
to the rule.

|"dlike tojust holdthe questions, if |
can, to go through a couple nore points.

CHAI RVAN CERQUEI RA: But it's an i ssue that
does need to be brought up, | think. Jeff?

DR WLLI AVBON: The i ntent of our group was
tocome upwthgeneral criteriathat woul d not excl ude
t he Board of Nucl ear Cardi ol ogy and t hat woul d repl ace
the nore prescriptive requirenents. As you know, we
accepted that there was significant val ue added by t he
exam nati on process and therefore felt sonewhat nore
justified in mking the alternate pathways nore
prescriptive, but I think theintent was all al ong t hat
t he al ternate pat hway requi renments woul d at | east be
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necessary conditions for fulfilling the nore general
requi renments so that any board that satisfied the
al t er nat e pat hway requi renents woul d sati sfy the general
ones. That was the intent, sol'mnot sure why it's
necessary. Because |'mreadingthe text of your revised
rule. | was very confused, and | t hought that there was

an error in transcribingit. And as | read it nore

carefully there may not be, but it's very convol uted.

DR. BROSEUS: Let ne see if | understand
what you said. Right nowtherule all ows a board to be
recogni zed i f they neet the alternate pathway. And you
see that as sonething that's just to continue.

DR. W LLI AMSON: No. We thought that we
wer e covering that case by adopting a nore general set of
criteria, that any board whi ch net t he al t er nat e pat hway
requi renments woul d al so neet t he general requirenents
m nus the exam nati on.

CHAI RVAN CERQUEI RA:  Thi s went back to | ong
di scussi on about hourly requirements andeligibility
requi renments for the board, and | t hink several years
back the feeling was that if a board coul d denonstrate
that they had certainrequirenmentsinterns of content
and hours, that that was one of the prerequisites for
t hembei ng consi dered for the boards, and t hat was one of
the criteria that was used. And I think it was 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

25

69

feeling that that shoul d be continuedto al arge extent
because it showed t hat at | east the candi dates for t he
board had had the mninum requirenents for the
alternative pathway. So | think the feeling of the
Comm ttee was to continue that.

DR WLLI AVSON: To conti nue there m ght be
sone concern to recogni zi ng and pronoti ng a board t hat
didn't require a peer revi ewexam nation. That's al so
anot her concern, because you know what boards NRC

recogni zes has sort of i npact on educational and trai ni ng

policy that goes beyond the specific application here.

DR. BROSEUS: When | finishupl'mgoingto
--1'"ll say it now-- |I'mgoingto ask for feedback from
you on sone of the points |'ve made. But | will take
ri ght nowabsent additional feedback onthis topic that
it's the consensus not to put an "or" in there which
woul d permt the boards to be recogni zed using the
current system basically.

CHAI RMVAN CERQUEI RA: | didn't understand.

DR. BROSEUS: |It's not clear?

CHAI RMAN CERQUEI RA: No.

DR. BROSEUS: Let ne take an exanpl e.

DR. EGGE.l: Wy don't you take 390 and j ust
wal k us t hrough 390 and what you nean. Take Page 11, |
mean just to grab one that |I'm | ooking at right now.

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

70
DR. VETTER \What about 290 since that's the

Board of Nucl ear Cardiology. It's under 290, isn't

MR WLLIAVS: | don't knowif that's a good
case.

DR. BROSEUS: Can we go with a sinpl e case
for the sake of exanpl e, okay? It's at the begi nning on
the first page.

PARTI Cl PANT: Wi ch page are we tal king
about ?

DR. BROSEUS: Of the draft. At the bottom
we have a certified -- or Nunmber 2 -- "Certified by
specialty board for the certification process includes
all therequirenments in Paragraph Bof this sectionin
the certifications we have recogni zed by t he Comm ssi on

on Agreenments States." Sothisis basically retaining
that, andit's nmy understandi ng that ACMJ doesn't want
todothat. Inother words, the coul d do what you wote
asthecriteriafor recognition of aboard, whichl'lI
| oosely termacadem c i ntestine, or neet the alternate
pat hway, which is allowed now.

CHAI RMVAN CERQUEI RA: It wasn't that the
al t er nat e pat hway al one woul d be sufficient, because the
exam nati on and al | those thi ngs needed to be | ooked at,

but I"'mjust a little confused.

DR. WLLIAMSON: Two ninety isn't a good
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exanpl e because this is oneinwhichwedidsay, | think,
t hat the qualifying features of a board for i magi ng and
| ocalization actually would be the $700, all that
business. So this actually -- we lied to Dr. Hendee.

DR. BROSEUS: For RSO, ANP and AMP -- |
think AMP, |I'm not sure, |I'd have to |ook at it.

DR. W LLI AMSON: But the AMP is --

DR. BROSEUS: In sone cases it wasn't
required.

DR. W LLI AMSON: Yes, that'sright. Sothe
AMP and | suspect nmaybe t he Radi ati on Oncol ogy aut hori zed
user for seal ed source for radi ot herapy nay have been
different.

CHAI RMAN CERQUEI RA: Rut h?

MS. McBURNEY: | would think that for
Radi ati on Safety O ficer we woul d not want it just to be
t he al t ernat e pat hway i ncl usi on, the 200 hours, for a
board to be recogni zed, that the board certification
shoul d be t he bachel or' s degree and graduat e degr ee and
m ni nrum of 20 college credits and so forth.

DR. VETTER The intent of the Subcomm ttee
was, | didn't havethisinfront of me before, but it was
not to-- theintent was to not excl ude any boar ds who
had al ready been recogni zed.

MS. McBURNEY: Right.
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DR. VETTER: So the Nucl ear Cardi ol ogy

Board. And therefore when we wote this we acconmobdat ed
that within our proposal. Theintent also at that tine
was not to provide that pat hway for any ot her boar ds but
rather towite general criteriafor whichthe boards
woul d qualify.

DR. BROSEUS: Well, I've thrown in a red
herring whichl'll pull out of the water unl ess by the
end of our -- unless |ater on you have additional
t houghts. Sol'll pull that out, okay? Ckay. Noww th
that, I m ght nove on. Tone it was an inportant issue
to make surewe're doingtheright thingwiththisrule.

MR. LIETO Are you pullingout the "or" or
what ever comes after --

DR. BROSEUS: Wel |, for exanple, on Page 1
at the bottomof this draft, where there are -- where
there's aretention of aboard neetingthe current rule
as an alternative to what ACMJ wrote, I'I1 pull that
off. I thinkI've confused things too nuch, and unl ess
ACMUI feels that we shoul d be doi ng sonet hi ng nore t han
-- Dickjust saidit, | think, and|l thinkit's asettled
i ssue here.

Let me nove on. There are sone slides that
| want to go over very qui ckly because we are very short
on tine. And what |'m going to ask is that the
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information |'mpresenting in these slides that you
consider thisandif we havetine for meto conetothem
but I doubt that we're going to, but that ACMJ provide
sone feedback tone later on. Andit's wherel've tal ked
about term nol ogy, using quantities for whereawitten
directiveisrequiredrather than therapeutic quantities
and so on.

So I' mgoing to skip over slides upthrough
Nunber 12 and go on to i npl ement ati on wi t h one excepti on.
And during t he di scussi on by Dr. Hendee i n our neeti ng
this norning -- |l et me | ook at ny notes here -- | heard
inthe neetingearlier onthat it wasn't ACMJ ' s i nt ent
to prescri be nunbers of hours of training. However, in
certain cases, the way you wote the proposed rul e, by
referencing what's already inthe rule that actually
happened. And so | take it that you did not nean to
overwite that, and do we need an exanpl e?

DR. W LLI AMSON: | think that you're
absolutely right. Inreview ngwhat we originally wote
for 190, 290 and 390, we kept the hours of training and
experience and t he detail ed breakdown i ntact | think
under the belief that that requi renment was consi der ed
uncontroversial interns of boardeligibility conpliance.
Now, that may not betrue, andif that's -- we explicitly
decoupl ed those i n t he case of 400, 600, the AMP and t he
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Radi ati on Safety O ficer, but we di d not decoupl e them
for 100 to 200 and 300.

DR. BROSEUS: Okay. M. Mal nud?

DR. MALMUD: | apol ogi ze for ny i gnorance,
but | amtotal ly confused by what you are tryi ng t o get
me to under st and.

DR. BROSEUS: That's ny fault.

DR. MALMUD: May | ask what's the first
poi nt that you would |i ke me to understand under the
proposed rul e to anend 10 CFR Part 35 requi renents D and
E, theseslides, asit appliestothistext? Wuat's the
first itemthat you would |like nme to understand.

DR. BROSEUS: To understand or to get
f eedback on?

DR. MALMUD: | didn't hear you, |I'msorry.

DR. BROSEUS: To understand or to get
f eedback, 1'm sorry.

DR. MALMUD: To understand. | can't give
you feedback until | understand it.

DR. BROSEUS: Okay. The very first oneis
t hat we used ACMJ ' s recommendat i ons, the basis for draft
and proposed for the text that you have in the left
colum of that handout.

DR. MALMJD: You are proposing that on Page
1, Item 35.50 be accepted as it is.

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

75
DR. BROSEUS: No. No. It's for youtol ook

at andreview. Thisis our draft. Thisis first colum
in this handout that you have --

DR. MALMUD: Yes.

DR. BROSEUS: -- is our Wrking Group's
first draft, our best attenpt to get what ACMJ wanted to

CHAI RMAN CERQUEI RA: Roger, coul d you get
cl oser to the m crophone? | think sone of the audi ence
inthe back probably -- yes. All right. So current
rul es nmeans that revised Part 35 --

DR. BROSEUS: Yes. Yes.

CHAlI RVAN CERQUEI RA: - - whi ch was publ i shed
in May of 2002 and becane the rule --

DR. BROSEUS: Yes. Yes.

CHAl RVAN CERQUEI RA:  -- i n Cct ober 24, 2003,
t hat there was a draft proposal that was put toget her by
Di ck Vetter and his Comm ttee addressi ng sonme of the
probl ens t hat we had not dealt with adequately interns
of board certification and ot her things. And sothat was
submttedtothe Commttee. Now, the draft proposed,
whichis onthe left hand si de of Page 1, that is your
nmodi fi cati on of what was sent to you? |Is that --

DR. BROSEUS: This i s what we have cone up
with as draft proposed rule text based on ACMU 's
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recomrendati ons and then qualified wth the points that
I " mmaki ng wher e we saw a need f or changes of wordi ng and
so forth.

DR. DI AMOND: See, Roger, the problemis
this: | have ny redline copy of all the work that D ck's
Committee went through, andthisisthefirst tinel've
seen your draft nodifications. As |'mgoing through,
there are di fferences i n nunbering, there's differences
i nwording, there's differences in syntax and structure,
and I' mgetting one hell of a whopper headache over here
tryingtofigureout if theresponsel'mgivingtoyou
and Dr. Hendee is still what | triedto wite or what
Jeff tried to wite.

CHAl RVAN CERQUEI RA: Wl I, it wasthe old --
the revisionor the revisionof therevision, and |' mnot
sure we can adequately deal withthis seeingit for the
first time.

DR DAMOND: It'sreallydifficult because
| " mprobably the only one here that has all this redline,
what we were trying to do, howwe proceededwithit, and
|"ve been here for 20 m nutes --

CHAI RMAN CERQUEI RA: |' mdoi ng basically
three and a hal f years worth of the Conmttee's work, to
a |l arge extent, because the revision of therevisedrule
was dealingw th -- you know, nmaki ng sone nodi ficati ons
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t o address specific issues that had arisen. Andthis
really kind of takes it in awhole other directionthat
" mnot sure we want to go in. Ral ph?

MR LIETO Can | nake a reconmendati on t hat
you t ake what t he Subcomm ttee submtted to t he Wr ki ng
Group and do an editing with the strike-throughs and
redlining and so forth? That way we will be able to
conpare. That way we can gi ve you f eedback as t o what
you're doing that neets the intent of the Cormittee as
wel |l as do we really have sonme points of contention.
Because --

DR. BROSEUS: Yes. | hear you.

MR. LIETO. And I think that m ght be the
easi est place to go from here.

CHAI RMAN CERQUEI RA:  Trisha, do you want to
make a comment ?

M5. HOLOHAN. | agree with that comment. |f
we coul d do what Dr. Lieto suggested and do a redline
strike-out of the ACMJ Subcomm ttee's recommendati ons
and gi ve themt he revi sed rul e | anguage t hat t he Wr ki ng
Group has cone up and make corrections, yes.

CHAI RMAN CERQUEI RA: But I'ma little
di sappointed that this far into the process this is
basi cal | y bei ng presented to the Conm ttee wi t hout havi ng
had sone di scussionwith Dr. Vetter and his group. |
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t hi nk t her e shoul d have been di scussi ons with them and
certainly any kind of presentation to get meani ngf ul
advice fromthe ACMJ should have been given to us
earlier.

DR. NAG Manny, 1'd like to nmake a
suggestion. \Whenever we are having a Subcomm ttee
nmeet i ng ref ormand nmaki ng a maj or di scussi on and changes,
we have t he appropri ate nmenber of the NRC be pl aced in
there so that they are awar e of the di scussi on, because
otherwi se we wite up arecomendation and giveit to
them They may not be fully aware of all the di scussi ons
t hat have gone on, and it goes round and round and r ound.
| f they are there at the begi nni ng, they knowwhy we nmake
certainrecomendati ons and why t hat was done, and t hat
m sconmuni cation woul d be | ess.

MS. HOLOHAN: But if | can nake one conment.
Real | y what we need fromyou today i s t he basis for the
Royal Col | ege of Physicians i n Canada. And you i ndi cat ed
that there wasn't a real basis, and --

CHAI RMAN CERQUEI RA: I[''m not sure we

understood it, to be honest, and | don't thi nk we can

just take one specific thing out of the whol e package.

DR. W LLI AMSON: Could | mke a
reconmendat i on?

CHAI RMAN CERQUEI RA:  Sure.
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DR. WLLIAMSON: | think that these are a

whol e panopl y of very conplicated i ssues has been rai sed.
| don't think we can do justiceto any of them i ncludi ng
t he Canadi an Col | ege issue, so | recommend that we
schedul e a Subcomm tt ee neeting wi th Roger and ot hers who
are invol ved, publicly noticedif necessary inthe near
future, towork throughthesenitty gritty details and
t hen report back tothe parent Commttee. | really think
t hat we need to do nmuch nore work, have a | ot of advance
time toread through this docunent. 1| think we've been
apprised of some of the i ssues. We did have a | arge
bri efi ng book put together for us onall the different
specialty board, which may well have included the
Canadi an organi zation, so we'll have to do alittle
research on that issue.

CHAI RMAN CERQUEI RA: | think definitely --
| mean the Subcommttee did a | ot of work, the main
Comm ttee and t hose of us who' ve been on this thingfor
four years have spent al ot of tine, and you' re sort of
relatively newintothe process. There's alot of stuff
that's going on, and to just get this noww thout being
abletoreviewit indetail | don't thinkis goingto be
meani ngful to you.

DR. BROSEUS: | appreciate that. Part of
thisisanartificeof thetinme constraints we're under
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to get sonet hing out and have it i n pl ace before Subpart
J di sappears.

CHAI RMAN CERQUEI RA:  Wel |, but that's why
this Subcommtteedidits work inavery tinely fashion.
| think Dr. Vetter should be commended --

DR. BROSEUS: Well, | wasn't saying --

CHAI RMAN CERQUEI RA: Vel |, but to get it out
--just toget it out without nmaking it accurate we're
goingtorunintothe sane probl emwe had the first tine.

DR. DIAMOND: It's very inportant. This
document under Dick' s | eadership we net atinelinefor
July of 2002 and we worked our tails off to make it
happen. And it woul d have been nuch better had we had
our submtted | anguage and t hen per haps your revi sions or
a redline of the same, because there's -- this is no
basis for conparison today.

CHAI RVAN CERQUEI RA:  And sone di scussi on
with the group. The group woul d have beenwillingto
di scuss this with you, and any ki nd of redlining w thout
under st andi ng sone of the reasoning that went intoit is
just going to be nore work, and | think sonme di scussi on
with Dick or withthe Committee wouldreally identify
sone of these i ssues, giving peopl e the chance to go back
and revi ew why certain decisions were nade. That's
critical.
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DR. BROSEUS: |' mgoing to have to ask Tri sh

and Sandy about what we can do ti mew se t o accommodat e
t hat suggestion and how we can nove forward. One
suggestionistodistribute aredline strike-out to have
reaction back. Another oneis for the Subcommtteeto
reconvene and tal k and so on. And | can't say yes or no.

CHAI RMAN CERQUEI RA: Wl |, just a comment on
my part. Getting back to sone of the di scussi ons we had
t hi s norni ng and where the communi cati on between t he
Commttee and the staff has fallen apart, thisis aclear
exanple of it, and | think the Commttee feels frustrated
that we spent a lot of tinme, a lot of work, we set
timelines that we're goingto be ableto get the revision
out inatinely fashionto neet the 2005 i npl ement ati on
deadline, and all of that work was not dealt with
appropriately by the staff. You were not involvedinthe
process fromthe begi nning, sol don't want to fault you,
but I think we need to communi catewith the Conmttee so
t hat we' ve spent the tinme gi ving you t he recommendat i ons
and you'rerecreating alot of work that with sone i nput
fromthe Commttee could have been verified and you
woul dn't have had all these issues.

DR. VETTER Let me just say t hat Roger did
call me on one occasi on a coupl e of weeks agototryto
clarify afewthings. Thisisthefirst opportunity|'ve
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had to see anythinginwiting. But | don't want usto
go away t hi nki ng t hat Roger and his Subcomm ttee weren't
attenpting to communicate with the Commttee.

DR. BROSEUS: | do want to say t hat we were
diligent about being careful to take ACMJI's
recommendati ons to heart and where we had differences to
identify them And ny purpose in coni ng here today was
toidentify those defenses. | thinkall thedifficulties
are arising fromthere's sonuchto deal withinsucha
short period of tine.

PARTI Cl PANT: Roger, we can't hear you back
her e.

DR. BROSEUS: |'mvery sorry. | said ]l just
want ed t o poi nt out that we were very diligent in working
to make sure that we used ACMJI ' s recommendati on, as
nodi fi ed by the SRMand so on. And ny pur pose i n com ng
here today was to i dentify where those di fferences cane
up. | think that thedifficulty arises we have such a
short periodof tinetoreviewit that that's the hurdle.
| " ve asked for sone advice on what | can do fromour
Deputy Division Director, and can you hel p me out onthis
alittle bit, Trish?

M5. HOLOHAN. And | just wanted to poi nt out
that there's very fewchanges -- there's about half a
dozen changes fromwhat t he ACMJ recomended, except for
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the preceptor statenment that was directed by the
Commi ssion to be identical to the current rule.
Ot herwi se, there's about half a dozen changes, and |
wanted to say that we can certainly work with the
Subcommttee or the full Commtteeinresolvingthis, but
our timngis suchthat we havetoget afinal ruleupto
t he Comm ssion by the end of July. So whether we do it
by Subconm ttee, and we're certainly happy towork with
them or the full Conmttee --

CHAI RVAN CERQUEI RA: Well, I'd recommend
that you work with the Subcomm ttee at this point,
because they've been involved in the issues.

DR. BROSEUS: |'d liketoremark about the
recomrendati on of preparing aredlinestrike-out. The
way the rul e | anguage i s structured and so on, aredline
strike-out in making a direct conpari son between ACMI ' s
draft and what we have woul d be sonewhat difficult, and
there may even be a need toidentify differences as |
have t oday, becauseit's not just amatter of feedingit
i nto the conmputer and out cones the redline strike-out,
because there are so many different --

CHAI RMAN CERQUEI RA: Roger, can you bri ng
the m crophone cl oser?

DR. BROSEUS: Yes. There are so many
di fferences that we're not goingto be able tojust feed
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this into the conputer and get a redline strike-out.
"1l leave that as it is.

So what |' mhearingis that we need to get
back t oget her wi th t he Subconm ttee nmaybe chaired by Dr.
Vetter and | ook at what we've done?

CHAI RMAN CERQUEI RA: Ri chard, are you and
the Subcommttee willing to do it?

DR. VETTER Can thi s be done by conference
cal | ?

CHAI RMAN CERQUEI RA: | think that woul d be
t he nost efficient, andit's a subcommittee so we don't
need all the public notices, correct?

PARTI Cl PANT:  No.

PARTI Cl PANT: Maybe two weeks noti ce.

CHAI RMAN CERQUEI RA:  Two weeks? Ckay. All
right.

MR. LIETC "' m confused. Now, the
Subconm ttee is going towork with Roger. Wat about the
rest of the Conmttee?

CHAI RMAN CERQUEI RA:  Once they' ve had a
chance to go through, | think, mke sone of the
clarification points, thenit needs to conme back tothe
Comm ttee for the review of it. To get the whole
Committee involved | don't think is going to be an
efficient use of thetine. It would be better donw th
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a smal | nunber of people who areintimately involvedwth
developing it and then bring it back to the nmain
Comm ttee.

MR. NAG There's a problemw ththe timng
because they haveto dothis by the end of July. If the
Subcommi ttee works with Roger, when does the whole
Comm ttee get together? And then by July they have to
send it to the Conm ssion.

MS. HOLOHAN: And we have to send it out to
t he Agreenent States as well for a 30-day conment peri od.

DR. BROSEUS: Is it possibletowork with
t he Subcomm tt ee and have t hembri ng substantive i ssues
back to ACMUI ?

CHAI RVAN CERQUEI RA: No. | think they can
issue it to the whole report. We don't have to
physically, publicly meet onit. | thinkit can be sent
out tothemas adraft, solicit coments and then t he
comments can be sent to me and | can -- if there are
subst anti ve di sagreenents, then | can nake t he deci si on
whet her we need to convene a conference call of sone
sort, but | think that's the nost expedi ent way to get it

done.

MS. HOLOHAN: Can | make anot her proposal ?

CHAI RMAN CERQUEI RA:  Yes.

MS. HOLOHAN: If we send it out to the
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Agreenent States as well as the full Commttee at the
sane tinme and get your comments and we can get the

Agreenment State comments too.

CHAI RMAN CERQUEI RA: Okay. Jeff Brinker?

DR. BRINKER: If you can't supply us, and |
hear that you nmay not be abl e to in appropriate fashion,
a redline conparison, it mght be hel pful for youto
r epr oduce your newwordi ng wi th highlighted or annot at ed
expl anati ons of what you t hi nk are substanti ve changes
t hat you had to i ntroduce, felt you had to i ntroduce and
per haps why t here was a change so t hat as we go over this
oursel ves, we couldrapidlyidentify where a change was
made and get sonme idea of why you changed it.

CHAI RMAN CERQUEI RA: | think t hat woul d be
an appropriate thing. W' ve gone over our break peri od.
| think we should break and try to reconvene at two
o' clock. Now, Roger, | don't nean to cut you of f but
we're starting to fall behind.

DR. BROSEUS: | under st and.

CHAI RVAN CERQUEI RA: And sotheplanisto
basi cal I y have you work with t he Subcomm ttee to get the
i ntent of sone of these issues andthentry to conme up
withaversionthat will gotothe main Conmttee andthe
Agreenent States at thesanmetinetotryto neet aJduly
1 tinmeline.
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MS. SCHWARZ: |'mjust thinking that in

terns of aredline copy at |east it woul d be good to see
what we had wittenoriginally as the Subcommttee onthe
one si de and t hen what you're witing onthe other side,
just so that they sort of Iine up and we can see where
you' ve changed t hi ngs as you go, evenif it's not really
truly redlined.

DR BROSEUS: Wul d t hat be nore useful than
havi ng a si de- by-si de conpari son of revi sed proposed rul e
versus the existing rule?

DR. NAG It woul d be nore hel pful to have
what t he i ssue and what t he Subconm tt ee proposed and
what you propose side by side.

MS. SCHWARZ: Right.

DR. NAG That would be nore hel pful.

CHAI RVAN CERQUEI RA: That woul d be hel pful .
Jeff, one last comment.

DR. W LLI AMSON: Okay. | think it's
unfortunate we didn't get tothe one substantive poi nt
that I'mreally concerned about t hat coul d nake quite a
mess of this. W arerequiredto put the preceptor back
ininexchange for programdirector, and !l thinkif it's
| eft insuch apositionastobeaaqualificationfor a
board, we coul d be precisely back where we were, so |
t hi nk sone t hought how to i ncorporate the preceptor
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requi renment the Conm ssi on has i nposed on us wi t hout
making it i npossi bl e for the boards that exist toqualify
isachallengethat I wi shw would have had sonetineto
tal k about.

CHAI RVAN CERQUEI RA:  Yes. Okay. Let'stry
to reconvene at 3:05. Thank you.

(Wher eupon, the foregoing matter went off

the record at 2:57 p.m and went back on

the record at 3:09 p.m)

CHAI RMAN CERQUEI RA:  All right. "Seal ed
Sour ce Mbdel Nunbers as Li cense Conditions."” Donna-Beth
Howe, Ph.D., will now do the |ess controversi al
presentation, | hope.

(Laughter.)

DR. HOWE: Well, | think based on this
nmorning, |"mnot surel'dgothere. Essentiallythisis
one of the issues that the ACMJ brought up as a
reconmendati on at the | ast advi sory conm ttee neeting,
and Angela later on will be going through the other
recommendat i ons and the resul ts of those recommendati ons.

So if you look in your tabs, update
recommendation for fall 2002 neeting, you' Il see on page
2 of 3alittle bit nore text that goes with, that
expl ai ns the resol ution.

| only have essentially four slides. Two of
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themare to rem nd you of what the current regulationis,
and t he other oneis to give youthe recommendati on and
then the results.

Okay. At thelast advisory conmttee, the
ACMU recommended that NRCinitiate a rul emaki ng process
to nodify 10 CFR Part 35 to overrule 10 CFR Part
30.32(g)(1), to allow nore generic listing of
interstitial seeds and sources on NRC |icenses.

Wel |, the staff took your reconmendati on,
and they evaluated it. They put it in the context of
what el se i s happeni ng at the NRC, and they cane to a
determ nation that they were unabl e to support the stated
rul emaking initiative.

And |' ve sunmari zed the staff' s reasoni ng on
t he next slide, and you'll see, | think -- as you were
settlingin, | wastryingtoindicatethat you Il see on
one of your later tabs alittle norelengthy di scussion
of this.

But essentially the staff deci si on was based
on protecting public health and safety. They felt that
t he rul emaki ng woul d ul ti matel y reduce t he radi oacti ve
source accountability, andin today's environnent after
9/ 11, the NRC and t he Comm ssi on are very concer ned about
source and material accountability and security.

They felt that theregulationinPart 30 as
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it stands insures |licensee maintain a full
accountability, and it assist themin maki ng an accurate
inventory and in preventing | osses of their sources and
devi ces.

And by i dentifying the requirenments for all
sour ces and devi ces, they t hought they were reasonabl e in
assuring accountability and that was aresult of 9/11,
it's not prudent at thistinme toreduce accountability
requirenents.

And they |looked at this issue in
rel ationshi ptothe Comm ssion actions with ot her sources
and devi ces, specifically | ookingat what we' re thi nki ng
of doingwith the general |icense devices, whi ch woul d be
in a simlar category.

And t hen t he next slide was just torem nd
you of what 30.32(g)(1) says. You have two al ternati ves.
Oneistoidentify the sources or devi ce by manuf act urer
and nodel nunber asit'sregisteredw ththe Comm ssion
in the seal ed source and device registry.

The ot her woul d be to provi de additi onal
information whichis nmuch nore |l engthy in 32.210, and t he
| ast slide shows you that.

We will point out that you only have to
identify the source or devi ce by manuf act urer and nodel
nunber. Soif you have a devicew th sourcesinit, you
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canidentify the devi ce by manuf act urer and nodel nunber,
and then the sources that gowithit will automatically
be under st ood.

So you asked i f | brought a noncontroversi al
i ssue, and based on this nmorning, | knowit's not a
resol ution that the ACMJl wanted to hear, but thisis
where the staff canme out.

CHAI RMAN CERQUEI RA:  Ckay. Jeff, your hand
was up first.

DR. WLLIAMSON: Well, | guess | don't
under st and howt hi s j eopardi zes source accountability or
heal t h and safety. | think one of the applications we
had i n m nd where t here woul d be a serious problemis
prost at e brachyt her apy, where t he nunber of seed nodel s
avail able on the market are fromtwo in 1999 to now
nearly 20, and essenti al |y prostate brachyt herapy seeds
have becone commodi ti zed, and you know, thi s woul d be a
serious restriction in the ability of hospitals to
negoti ate for the best price for seeds that many regard
as generically equival ent.

So | mwondering if sone ot her sol ution that
woul dn't have the i nplications for other devices coul dn't
be devel oped whereby, for exanple, in the source
accountability process within Part 35 you required
recordi ng of the nodel nunber to be done with the ot her
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i nformation, but yet woul d free the user or |icensee from
having to wite a |icense amendnent every tinme they
want ed to change source vendor.

Sothiswas theissue. Sol'mwonderingif
withalittle nore thought put into the matter, if a
sol ution coul dn't be devel oped that would elimnate this
essential |y nitpickingrequirenent that doesn't serve
public health at | east within the context of interstitial
brachyt herapy, but yet respond to the concerns, the
general, I'lIl admt, very vaguely stated concerns about
public health and safety and accountability that you
ment i oned.

DR. HOWE: I think right now the
recomendati ons that are being nradetothelicenseesis
t hat they up front |ist as many manuf act urers and nodel
nunbers as are on the market in order to mai ntainthat
flexibility.

CHAI RMAN CERQUEI RA:  Jeffrey, what's wong
with themdoing that? |s there a negative to that?

DR. WLLI AMSON: Well, yes. New sources
seemt o be appeari ng and di sappeari ng, you know, still at
quite a clip.

CHAI RVAN CERQUEI RA:  Ckay. So, again, it's
just that newthings cone out all thetinme, andit sounds
like the rate of new systens is very rapid.
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DR. NAG | think there be confusioninthe

part that when you see they are newin the sense of a
nmodel nunber, but essentially they're the same. They
have t he same or very sim | ar nunber of mllicurie or the
same mat eri al, whet her i odi ne or pal adium 1t | ooks the
same. The size are the sane.

So thereis noessential difference between
these 15 or 20 new sources. So there should be no
difference interns of basic safety, interns of public
saf ety whet her they are usi ng Model A, B, C, D, E, or F.

So | think you can very easily wite a
generi c statenent "encapsul at ed radi oacti ve i odi ne" or
"encapsul ated paladium™ and that's it, rather than
sayi ng Model XYZ fromTher egeni cs (phonetic) or Model ABC
fromthis conpany.

CHAI RMAN CERQUEI RA:  So, Dr. Howe, that's
not a possibility based on your interpretation of the
rule; is that correct? | nean, that woul d be an easy
fix.

DR. HOWE: 1 think our guidance ri ght now
fromour general counsel is that the requirenent in 30.32
stands, and to neet that requirenment alicensee needs to
provi de t he manuf act urer and nodel nunber of sources, or
i f you' re | ucky enough t o have a devi ce t hat has a nunber
of sources, then you can do that for the device.
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MR. LI ETO That doesn't happen wit h | DBT.

You have to |ist -- you get approved for the device.
Ckay? They cone out with a newsource that goesintothe
source registry, just adifferent activity source. You
have t o anend your |icense, and so that doesn't really
occur.

If the i ssue i s about accountability and
i nventoryi ng, okay, |I'll be honest with you. Thirty
doesn't have anythingtodowithit. Ckay? You haveto
keep i nventories al ready as a part of Part 20 and Part 35
and doi ng i nventori es on your sources. Infact, you do
it on nore sources than are listed actually on your
| i cense because you' re doing it for your dose cali brator
sources, all of these other things that are not |isted
specifically in your license by nodel nunber.

You' re doi ng accountabilities, |eak testing
to neet that requirenment. So Part 30 really | don't
believe -- if the issue is that you need to have it
regi stered because Part 30 says that for accountability,
really licensees are doing it to neet the other
regul ations for sources that aren't even covered by this.

And so like |l said, al so every tinme you get
a new source or let's say you have a device that's
approved and a di fferent vendor cones out with a source
that's conpatible with that and the source has been
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registeredinthe sourceregistry. Youstill haveto go
back and amend your license for that source in that
devi ce.

DR HOAE: And Part 20 has your security and
accountability requirements. The group that eval uated
your request believes that Part 30 al so aids in, andthe
General Counsel has made a decision that when the
i censee provides thisinformation, that it goes ontothe
license, and then NRC can also search. There are
i censing databases to determ ne who has specific
sour ces.

CHAlI RVAN CERQUEI RA: But, Dr. Howe, you said
counsel made recommendati ons, but the staff itself that
reviewed it, did you have any concerns, you know
relative to the safety of the public, patients, and
users?

DR. HOWE: | am the nessenger.

(Laughter.)

DR. HOWNE: And | was not part of the group
t hat nade the decision. So |I cannot --

CHAlI RVAN CERQUEI RA:  |'s General Counsel Here
who reviewed it?

M5. CHI DAKEL: | amhere fromthe O fice of
General Counsel .

CHAI RMAN CERQUEI RA: Can you use the m
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MS. CHI DAKEL: What do you want to know?

(Laughter.)

PARTI Cl PANT: \What is the basis of the

deci si on?
MS. CHIDAKEL: 1'Il tell youthetruth. |
will have to take your concerns and questions back.
["msorry. Hi . |'maware of this opinion

by t he Rul emaki ng Di vision of the Ofice of General
Counsel . However, | amjust really herenoretolisten
t o Donna- Bet h t oday rat her than to address t he i ssues.
| really came here because of nmy working group
affiliation with Part 35 on that rul emaking on the T&H.

I f you have specific questions or concerns,
| think the best thingto dowuldbetojust | et ne know
themand | et ne take themback to t he of fi ce and consi der
t hemrat her than giving you answers off the top of ny
head.

MS. WLLI AMSON: State your nane, pl ease,
for the record.

MS. CHI DAKEL: | beg your pardon?

MS. WLLI AMSON: State your nane for the
record.

MS. CH DAKEL: Ch, Susan Chi dakel, G h-i-d-

a-k-e-1.

CHAI RMAN CERQUEI RA: Great. Well, thank
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you, Susan.
MS. CH DAKEL: And I'Il| be happy, you know,
to consider your questions, but | just don't feel

prepared right now just to give you answers on this.

CHAI RMAN CERQUEI RA:  Jeff?

DR. W LLI AMSON: Could you identify the
safety and heal th hazards that you think this change

woul d -- well, two questions. What are t he heal th and

saf ety hazards you think would result fromthis changg-

And, two, if the issueis that thisis a
very general restrictionwhere youthinkit has val ue,
for exanpl e, maki ng people list the nodel of Cobalt 60
tel etherapy sourcesintheir |icense, youdon't want to
get rid of that.

Isit not the casethat inPart 35, whichis
nor e speci fic, you can have rul es that contradi ct for a
very limted class of sources the Part 30 and Part 20,
and then those rul es woul d, in fact, prevail but only
over that limted domain?

DR. HOWNE: The concept that you coul d have
nore restrictive | anguage in Part 35 that woul d be nore
appropriate for 35, that's true, and your recomendati on
was taken to t he Rul emaki ng and Gui dance Branch, al so the

branch that 1'min, and t he divi sion, and t hey | ooked at

your i ssue inthe scope of what the Conmmi ssionis doing
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right nowin all areas and deci ded t hat this was not the
time to go forward with this rulemaking initiative.

As the nmessenger, | cannot give you the
di scussion and rati onal e t hat went t hrough as t hey cane
to this discussion. | can only reiterate the --

DR. W LLI AMSON: Coul dn't a nore surgical
and restrictive exenptionto 30.32 be made withinthe
| anguage of Part 35 that wouldn't extend to all of these
ot her sources, seal ed sources, that may be of concernto
t hat group?

Because it's hard for us to believe that
iodineand Iridium192 interstitial sources are the cause
of their concern.

DR. HOWE: | wasn't there, but ny
understanding is there was a concernthat at thetime
when t he Comm ssionis going forwardto identify sources
and may be novinginadirectionfromgenerally |licensed
t o consi deri ng whet her sone of the generally |icensed
devi ces need to be regul ated nore ti ghtly and may even go
intospecificallylicensed, intospecificlicenses, that
the staff didn't feel confortable novinginthe opposite
direction to these.

DR. W LLI AMSON: But we are not under a
general license. This has nothingto dowththat issue.

CHAI RVAN CERQUEI RA: Donna-Beth, as a health
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physi ci st --

DR. HOWE: Yes.

CHAI RVAN CERQUEI RA:  -- | nean, the question
was asked interns of risks to patients, physicians, you
know, users, and the public. Do you see any ri sk how not
l'isting anindividual, you know, manufacturer, seri al
nunber, and everything on the |icense woul d sonehow
i npose a greater risk to those groups as a physicist?

DR. HOWE: Let nme pass that to Ron Zel ac.

DR. ZELAC: This is Ron Zelac, for the
transcri ber.

I was not invol vedinthe decisiononthis.

(Laughter.)

DR. ZELAC: Nor was | involved in the
followuptoit. However, | have heard peripheral |y t hat
one of the reasons that was stated for not novinginthe
direction of having, if youw ||, ageneral entry onthe
licensewas that if thelicensee was contenpl atingthe
use of a particul ar manufacturer's seal ed sources and had
to supply to the agency t he nodel of that source and t he
manuf acturer, this gave the licensing agency, usinthis
case, the opportunity to be sure that that particul ar
source was, infact, registered through the seal ed source
and devi ce regi stry and had been deened sati sfactory for

the i ntended nedi cal use.
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If it was a general authorizationthat the
I i censee had, a particular |icensee coul d be approached
by sonme organi zation claimng that, infact, the source
was registered, andif thelicensee didn't demand pr oof
of that, they could be, infact, novinginthedirection
of starting use of a source whi ch had not been deened yet
as satisfactory for such applications.

CHAI RMAN CERQUEI RA:  Well, | guess |'ma
little confusedinthe sensethat, youknow, if it's a
political or if it's sort of an NRCadm nistrative i ssue
that, you know, for safety concerns and everything
they'renot goingtodoit relativeto national security,
that's onething. And | guess you've pretty nmuch heard
t he opinion of the commttee that it really doesn't
conprom se safety in any way.

You know, Jeff, this may be an appropriate
time tobasically make anotiontothe conmtteethat it
be reconsidered, that it'sthe feeling of the commttee
that thereis noadditional riskto patients, users, or
public.

DR. NAG Well, | think what may hel p, j ust
li ke there used to be m sunderstandi ng or |ack of
conmuni cat i on between staff and ACMJ , nmaybe a nenber of
ACMUI woul d tal k with t he General Counsel who nay or may
not have the full know edge about t he differences bet ween
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di fferent nodel s and di fferent types of sources. That
m ght cl ear up that i ssue in sonme way so that, you know,
we have nore comruni cati on not only wwth the staff, but
nore conmuni cation with the General Counsel.

CHAI RMAN CERQUEI RA:  Yeah, | think that
woul d be appropri at e because, | nean, you know, obvi ously
as you said, you're the nessenger. Counsel wasn't
i nvol ved, and so the comm ttee has nade a recommendat i on,
you know, feelingthat this was the best thingto do, and
nowwe'retoldwe can't doit, but are not abletoreally
di scuss wi th anyone who was i nvol ved i n the deci si on
process.

DR WLLI AVSON: Yeah, wi th no good reasons
bei ng provided other than runors.

CHAI RVAN CERQUEI RA: And that's frustrati ng.
So | guess, Jeff, did you say you had a notion?

DR. W LLI AMSON: Yeah, | guess. Whereas,
t he ACMJUI sees no patient, no concei vabl e pati ent or
public health hazard from listing interstitial
brachyt herapy sources generically on license
applications, the ACMJl asks that NRCreconsi der and

develop a strategy for elimnating this burdensone

licensing requirenment for this narrow class of sources,.

CHAI RVAN CERQUEI RA:  Excel l ent. Do we have
a second on that?
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Okay. Further discussion?

DR. BRI NKER: Can | ask one question of M.
Zel ac?

CHAI RMVAN CERQUEI RA:  Yes.

DR. BRI NKER: Because his point didringa
little bit in my mnd.

Do peopl e who nmake t hese sources not have to
have sone sort of regul atory certificationto sell them
for nmedical use?

DR. NAG FDA.

DR. BRINKER: So if they have that, doesn't

t hat precl ude t hat sonme unaut hori zed product m ght be

i ntroduced surreptitiously, or whatever that word is?

DR. HOWE: | can clarify alittle bit of
that, and then | can pass it back to Ron, and that is
that we have a good exanple with the Novoste,
i ntervascul ar cardi ol ogy. Novoste went to FDA for
approval , but they had an | DE exenptionin order to use
t he Novoste product before they got FDA approval.

So they were abl e to use the sources. They
el ected not to get into the seal ed source and device
registry until they had finalized the product. Soin
t hat case we had research basi cally going oninthe broad
scope | i censes because t he broad scope | i censes have a
little bit norel eeway onthe sources that they holdin

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

103

whi ch t he source wasn't part of the regi strati on process
until later in the gane.

Most of the ot her sources and manuf acturers
we had have come in for the seal ed source and devi ce
registration early on, and they've been in the
registration as soon as they've gone out for use.

CHAI RMAN CERQUEI RA: But this is an
exenption, right? | nmean --

DR. HOWE: That's just an exanple.

DR. DI AMOND: That's not a fair conpari son,
however, because you know, as we nmade our reconmmrendati on
and as Jeff recapitulatedit, thisis aspecific exanple

dealing with permanent interstitial seeds with i sotopes

and designs that have been in existence for many years|.

Your exanple cites a different nodality.

DR. HOAE: But I'mciting an exanple in
whi ch there are cases in which there are sources out
there being used in nedical that may not have gone
totally through the FDA process, nor gone t hr ough our
seal ed source and device registry process.

DR WLLI AVSON. But you see, you don't need
to do this because already it says in Part 35 that the
sources that are all owed for specific scopelicenseesin
35.400 already areinthe SSDR. | thinkit's very clear
in part 35.
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So now you're saying, well, you don't
bel i eve t hat users are capabl e of foll owi ngthe rul es and
t hat they're goingto go off and use non- SSDR appr oved
sources i f you don't check specifically which ones you
order.

Now, what is is the basis of performance
based regul ation and this ni t pi cking and
prescriptiveness? You know, the basi c phil osophy of Part
35 andtherevisedlicensing applicationsistomnimze
thi s and put responsibility onthe users and, you know,
audit their performance and seeif they're doingit right
and punish themif they're not.

CHAI RVAN CERQUEI RA:  Exactly. That was the
whol e basis for the --

DR. W LLI AMSON: So what you should do is
keep the requirement in Part 35 that the maybe nodel
nunber be | ogged as part of the inventory, and then you
have t he | egal basis for checking their performance on
this.

So, you know, why do you have to have
duplicative requirenents for the same thing? 1It's
al ready spelled out in Part 357

CHAlI RVAN CERQUEI RA: (One | ast comment and we
should really vote and nove on.

MR. LI ETO There were just two points |
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wanted to nake, i f you can t ake back, and one i s that the
notivationfor thisistoreduce the burden onlicensees
in regions to going through a paper shuffle process
because that's all thisis, and what happens i s that you
w ||l be delayed. It can take up to three nonths, you
know, to get approvals. OCkay?

So during that tinme period you can't use
t hat source eventhoughit'sinaregistry andthe fell ow
across the street is using it in the sane type of a
hospital distinctly because the paper work isn't there.
Ckay?

The other thing is that when you're
i nspect ed during i nspection, they don't | ook at your
nodel nunbers. 1've never had an i nspecti on where t hey
ask you, "What nmodel nunber is that source?"

What t hey're concerned about i s what your
inventory is and what that i nventory -- does it coincide
wi t h what your possessionlimtsareandisit, youknow,
in accordance with those isotopes?

| ' ve never had an i nspector come t hrough and
| ook at, you know, what's the nodel nunber on this.
Ckay. Showne that t he nodel nunber inthis deviceis
the one that you' re approved for.

Because, you know, there's no way to prove
you wong. You think youcouldgointhe HDR nmachi ne and
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| ook at the nodel? No.

(Laughter.)

DR. WLLI AMSON: Okay? You just have to
t ake that t he manufacturer sent you the right thing.
Now, coul d he send you the wong thing? Very |ikely.
Ckay. | nmean, | shouldn't say very likely. Very
possi bl y.

But who's going to know?

DR. NAG That is an exanpl e where I think
NRC i s maki ng a | aughi ngst ock of itself, and we woul d
liketo giveyou advice that is veryrelevant, that is
sinpl e, and yet not i npedi ng on any recent safety or any

health hazard, and you know, because of your

prescriptiveness you are using and hear our suggestion.

And thisis the type of interaction where l
think the ACMJl feels very frustrated. You have given an
exanpl e, one exanple.

CHAI RMAN CERQUEI RA:  Right. | think we've
shot the nessenger enough now. So let's -- we have a
notion. We've had discussion. | call for a vote.

Al'l thoseinfavor of Jeff'snotiontogoto
t he NRC.

(Show of hands.)

CHAI RMAN CERQUEI RA:  Opposed?

(No response.)
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CHAI RMAN CERQUEI RA: Dr. Howe, thank you

very nmuch

MR ESSIG Isit clear what you' re goingto
come to the NRC and ask us to do?

CHAI RVAN CERQUEI RA:  To reconsi der -- Jeff,
do you want to?

Well, you should be able to pull the --

MR. ESSIG To undertake a rul emaking to
change this?

DR. W LLI AMSON: Yeah, to develop an
al ternative rul emaki ng t hat addresses this narrowcl ass
of sources and, you know, does not conprom se safety with
t he other sources that evidently this group, who's
unwi | lingtosharetheir rationalewth us, is concerned
about .

MR. LIETG Well, he didn't say rul emaki ng.
He said alternative pathway.

CHAI RMAN CERQUEI RA: Pat hway.

MR. LI ETO. Rul emaki ng coul d be one, but it
al so coul d be just a change i n howheadquarters tells the
regions to handle |icensing.

CHAI RMAN CERQUEI RA: | nterpretation or
gui dance.

DR, HONE: Well, | thinkinthis particular
case you need rul emaki ng because --
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DR. W LLI AMSON: But | said alternative

appr oach.

DR. HOWE: -- because a nunber of years
ago, and Susan is right, a nunmber of years ago OGC
interpreted Part 30 to nean that |icensees needed to
provide thisinformationinorder toget alicense, and
it needed to be updated on anendnment process.

And so the only way to not provide this
informationistogotorulemaking, andthat's a pretty
serious step for the NRC. You m ght be better if you can
articulate why. Thisistherational the staff gave, if
you | ook at your --

DR. WLLIAMSON: But it's too vague to make
any sense. | nean, the specifics --

CHAI RVAN CERQUEI RA: And there's no
di scussi on.

DR. WLLI AMSON: The only specificthat's
been brought up is your fear that sonehowusers are goi ng
to use non-SSDR approved sources who are specific
i censees.

MS. CHI DAKEL: ['"'m sorry. Il want to
apol ogi ze. | want to nake it clear that | have not been
involved inthis effort fromOGC. So you know, it's
certainly not any reluctance on ny part to share our
rational eas far as the Ofice of Legal Counsel, you know
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O fice of General Counsel goes.

Agai n, you know, | have not been involvedin
this. Sol needtogobacktonyoffice, andif you want
answers | "msure that | can hel p you get answers as to
what the rationale was. It's not anunw llingnessto
share arationale. It's, frankly, onny part, |ike |
said, a lack of know edge because | have not been
involved in --

DR. W LLIAMSON: Well, | didn't nean to
suggest you personally were --

MS. CHI DAKEL: No, | know that.

DR. W LLI AMSON: -- but whoever is
responsi ble has failed to share the rationale with

MS. CHI DAKEL: You know, | want to speak on
behal f of the staff, too. | don't think there's any
unwi | I i ngness to share any information.

CHAlI RVAN CERQUEI RA: But | think we needto
move on. | think that the notion was basically to
consider alternative ways. |If rulenmakingis the only way
todoit, then!| woul d expect duringthe next conference
call we have wwth the staff, they wouldtell usthat it
has been brought to t he Comm ssioners' staffs and it has
been di scussed and, you know, rul emaki ngis the only way
to nmake a change.

And then we can basically give you sone
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f eedback. Thank you very nuch, Dr. Howe.

The next itemis National Materials Program
Pil ot Project on operating experience eval uati on, and
M chael MarKkl ey.

Again, both for the presenters and the
peopl e aski ng questi ons, we ki nd of need t o keep f ocused
and moving. So | don't want to cut off di scussion or
presentations, but if we're nmaki ng t he sanme poi nt over
and over again, | will try to cut you off nore than I
have.

MR. MARKLEY: Onethingl'dliketodo, | do
have sonme nenbers of the pil ot project here. Sol would
l'i ke to al so have t he ones who are renptely | ocat ed on
the bridge so they can have the benefit of your w sdon

CHAI RMAN CERQUEI RA:  Sure.

MR. MARKLEY: If that's okay.

(Pause in proceedings.)

MR. MARKLEY: Marsha, are you there?
Debbi e?

MS. G LLEY: This is Debbie.

MR. MARKLEY: Hi, Debbie. W' re here now
and we're getting ready to start.

M5. G LLEY: G eat.

MR. MARKLEY: We'll get it extendedalittle

bit of tinme al so.
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| apol ogi ze for the del ay.

CHAI RMAN CERQUEI RA:  No problem

MR MARKLEY: Just to nmention real quickly,
t he menbers of the pilot teamare Cynthia Taylor from
Region Il, and she's in the audi ence here inthe back;
Mar shal Howard with t he State of Chio; and Debbie G 11l ey
with the State of Florida. And | know that we have
Debbi e online. 1've been unable to reach Marshal today.
So I'm not sure whether she's here or not.

CHAI RMAN CERQUEI RA:  COkay, great.

MR. MARKLEY: Okay. Now, the reason I'm
here today -- let nme see if | can get rid of that.

CHAlI RVAN CERQUEI RA:  Just cl i ck sonewher e on
t he screen.

MR. MARKLEY: Okay.

CHAI RVAN CERQUEI RA: It should -- click the
ot her side. Yeah, there you go.

MR. MARKLEY: Okay. Thank you very nmnuch.

The reason | " mhere today isreally to seek
your wisdom |I'mcomng early inthe process. W've
devel oped the charter.

CHAI RVAN CERQUEI RA:  Ri ght nove.

(Laughter.)

MR. MARKLEY: Well, I'vehadalittlebit of
experience with advisory committees. So | know the
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benefits that we can derive fromit or hope to, and so
today | want to get your thoughts early as we devel op t he
wor k product plan.

We hope to cone back againinthe fall and
tell you where we are in the process, and as we approach
conpl eti on next year, tell you some of the things we
found and sone of the reconmendati ons and solicit your
agreenent, disagreenent, and support.

CHAI RVAN CERQUEI RA:  Just click on t he ot her
button. | think it will advance it.

MR MARKLEY: Ckay. It doesn't likeit, M.
Brown. There we go.

Okay. The purpose of the pilot is it
originally started out as an event evaluation, and
because of things that have changed, operating
experi ences that have occurred, we've expanded it to
cover really a broader issue other than just event
eval uati on and howyou woul d eval uat e i ndi vi dual events.

So what we' re hopingto dois to, you know,
use comon operating experience information from
licenseesintrendingandinanintegrated way. It's not
an eval uati on of agreenent state perfornmance, but we're
trying to use information and data to make better
decisions interns of howwe al |l ocate resources and what
we use for our decisions in the regulatory process.
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We want to devel op a structured process for
eval uating t hat data such t hat whet her t he agreenent
states or the NRC were using it, if you had the sane
i nputs, the process being simlar, you shoul d cone up
with reasonably simlar outcones.

So in the process, we're going to take a
test case area, use sone criteria that we will have
devel oped col l ectively between the team nenbers and
eval uate it and see howwe can exam ne t he process and
reengi neer the nmet hods and t ool s of eval uati on, and t hen
fromthat we woul d hope to deri ve ot her applications and
to use nore broadly in the oversight process.

We want to focus on cunul ati ve data. OQur
processes may di ffer right nowin sonme ways, you know,
fromstateto state and fromthe NRCin howwe treat some
of these, but the attri butes and t he obj ecti ves of what
we're trying to acconplish are pretty nuch the sane.

DR. WLLIAMSON: Can | ask you to define
cunul ati ve dat a and per fornmance so t hat we under st and
what you're tal king about?

MR MARKLEY: Well, that's what this slide

is about. So what do we nmean by operating experience?

Donestic and foreign event reports,
i nspections; special studies that may have been done
whet her by the NRC or by industry; generic reviews,
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whet her it's an individual event generic reviewor a
review of a population of events. | ndustry-w de
anal yses, there arelots of different organizations out
there looking at their little cut set of theindustry,
and it's not just nmedical It's the industrial
appl i cations and t he whol e breadt h of the material s area.

And we want to use risk insights and
metrics. There has been sone studi es done, but wereally
| don't think have been very successful so far in
integrating risk insights in how we make deci si ons.
Let's just say we have an event. Howare we using risk
metrics?

We devel oped NUREG 6642, but in terns of how
we get that intothe process of naki ng deci si ons, whet her
for i nspection foll ow up, enforcenent and things |ike
that, those are the ki nd of things that we want to | ook
at and see how we can better use risk informtion.

And to |ook at possibly devel oping
per f ormance i ndi cators or threshol ds for regul atory
action. There's, you know, certainly no benefit in
spending alot of time |l ooking at lower tier criteria
even if it is something that nmay not be a full
conpliance. |If we need to change aregul ation, then we
need to change a regul ation.

If there's a reason why there are things
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happeni ng out there that cause there to be a | ot of
amendnment s or energency actions on alicensing basis,
t hose are the kind of things that we would |i ke to be
able to pick up along the way.

And so the process that we'rereal ly driving
toward is how do we nodi fy our oversight prograns,
i nspection, licensing, and enforcenment.

CHAI RMAN CERQUEI RA:  Yes, Tom

MR. MARKLEY: Ckay. That's where we are.

So the scope of activities within the
context of the pilot is evaluating events for generic
i nplication, possible regulatory action.

Consi der the processes that we' ve | ooked at
interns of the materials, theissues, and then adverse
i censee performance.

As you probably know, one of the things
t hat has been devel oped and approved si nce t he ori gi nal
mat eri al s programwas t he AARMpr ocess, the agency acti on
revi ew neeting.

So we want to make sure that what we're
doi ng dovetail s and conports with t hose types of pieces
of informationwe'reinterestedinas well, and so, you
know, with our special events and you were t al ki ng about
what do you nean by operati ng experi ence or data; speci al
studies provide us with a lot of insights across a
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variety of levels, |like the St. Joseph's event or
Schl unberger or for the reactors, Davis-Besse.

And so there are crosscuttingissues that
af fect all of our prograns that we want to | earn fromand
fold into the process.

DR. W LLI AMSON: Just a comment. | nean,
you nenti oned maybe sonme nucl ear reactor events that
per haps nost of us aren't famliar with.

MR. MARKLEY: Ri ght .

DR. WLLIAMSON: | personally have very
little grasp of howwhat you' re tal ki ng about relates to
our field.

MR. MARKLEY: Well, sone of the problens
wi t h Davi s-Besse, and | ' || use that as an exanpl e, there
wer e operati ng experi ences. They had i ndications from
ot her |icensees where they had defects that were not
taken into consideration fully. The NRC didn't act
fully, whether it was training issues or inspection
issues or materials issues, root cause anal ysis.

There are things that cross-cut these types
of programs that are really generic to all of the
regul at ory processes, not just reactors. Andsoif there
are things that are out there-- andthereis anentire
popul ati on of work going on on the reactor's area in
response to Davi s-Besse.
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And al ong t hose | i nes, NMSS has creat ed an
operating experience conmttee to | ook at how t hat
affects each of the NMSS divisions. And|'mchairing
that commttee as well asthis pilot. So we do have sone
continuity inthat process. | didtheinitial Davis-
Besse eval uation as well.

Soit's not tryingto drag reactor issues
here, but there are common threads. Managenent
expect ati ons of what we woul d have our i nspectors | ooki ng
at that were not fully inplenented.

So t he proposed framewor k, hopeful |y what we
derive out of all of this is sonme recommendati ons on
i nproving the procedures, how we review things,
eval uati on nmet hods, the sources of i nformation that we
woul d consi der, the methods to better comrunicate.

One of themainthingsthat | thinkisthe
near termpayback, the agreenent states, as well as the
NRC do a | ot of things, but we don't necessarily do a
great job at conmunicating the results of those studies
or evaluations with each other.

So in nmy thinking one of the near term
paybacks i s better comruni cati ng, and part of that is
wi t h you and key st akehol ders, such as yoursel ves, but
with agreenent states.

I f we have a pi ece of information or a study
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t hat we' ve done, it should be fully avail able, and the
state should be fully aware of all of those t hings that
we' re doing. And, |ikew se, if they have issues that we
shoul d maybe di sseni nate nore fully anong the non-
agreenent states, those are the kind of things we want to
do.

We want to make t he process work. | mean,
that isreally inny view-- and, of course, |I can't
predict howthings will go, but that's the easy wi n-w n,
is inproving the conmuni cati ons.

The data anal ysis and the netrics t hat we
m ght use are the harder things that will take noretine
and will be debated certainly a lot nore fully.

So at the end point | don't see either the
agreenent states or us having aw ndfall inresources,
and if we don't findways to do things smarter and better
and r educe burden on oursel ves and theoretical ly dow t he
road for |icensees, as well, thenwe w Il have fail ed.
We have to find ways to work smarter and use our
resources better.,

Ckay. Where we are today. The pil ot
charter has been approved. W have the participants. W
may add nore over tinme. It depends on howthings go.
But we have a good core to get started, and we' re doi ng
t he best we can, you know, in partnering wi th the states,
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trying to keep theminvol ved.

Real |y we can't do this wi thout the states.
It's absolutely essential. One of the key poi nts that
was originally laidout inthe materials programwere
t hi ngs that they coul d pi ck up and adopt. It seens to ne
that it'sreally nore of the things that we can all do
t oget her better.

| met with CRCPDinthe earlier part of this
nmont h, gave thema simlar presentation to what |I'm
tal ki ng to you about here today: about feedback, about
the extra menber, Debbie fromFlorida, and so it was
beneficial for me in many ways to get the feedback i nthe
sense of the things that areinportant tothem It was
absolutely essential with this kind of a pilot.

| see down t he road as we get sone results
and see, you know, the fruit of our |abors, if you want
tocall it, wew Il needto have public neetings and get
ot her stakehol der i nput, but right nowwe're still at
t hat early devel opnental stage.

Okay. As | nentioned before, there's an
oper ati ng experi ence group. Between NRR and Resear ch,
t hey have a steering conmttee, atask force, a working
group. They have about 20 people working on this.

At this point intim it's really just
mysel f and our friendsinRegionll andinthe two states
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t hat we have. So we can't spend the resources that
they'rethrowingat it, but what we are doi ng i s because
of this working group, we'regoingtotieinthe state
representatives onthe neetings that we have every two
weeks. W' re goingto have, you know, the revi ews of the
t hi ngs that NRR and Research are doi ng so t hat t he pil ot
will befullyuptodate with everythingthat's going on
t here, and we want this thingto be anational naterials
program not just an NRC materials program or an
agreenment state program

But we do need t o be consi stent and t o make
t hi ngs conport with what t he agency i s doi ng on a br oader
basis, and so this particular commttee is not -- we
don't have a charter. W do have a m ssion statenent,
but the intent of it is to be decisiondriven, not to
devel op a |l ot of paper ot her than the things we needto
support the deci sions and recommendati ons t hat woul d
affect the NMSS and materials type prograns.

W will still maintain the continuity.

We' Il still have single points of contact, whichat this

point in time is nme, but you know, that's the intent.

We don't needto create al ot of paper with
boundary condi tions. W can pull nore thingsinas we
realize things along the way and nake changes.

The research i s eval uati ng opti ons for how
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t hey can support a nore robust nmaterial s program which
is good. Right nowthey're focusingalittle bit nore on
t he generic safety i ssue aspects, but for the nost part
they' re | ooking for opportunities. Sowe're goingto see
howit will fit. Right nowl can't predict what that
will be.

And one of the things that we passed out at
t he CRCPD neeting -- and these are the sane kind of
guesti ons we woul d hope to get feedback fromyou on - -
are howcan we use this information; howcan we better
conmmunity it between us and t he agreenent states; howcan
t he i nformati on and tendi ng opti m ze our prograns and
better help us utilize our resources?

W don't have al ot of resources to apply to
t hese ki nd of things, and so we really do need to work
smarter.

And how can we use ri sk insights? And from
my view that's really one of the mmjor tools and
opportunities we have to reduce burden, | ook at the
ri sks, and see how those |l ead us to nmaking sounder
deci sions, things that are nore risk significant and
shoul d have nore attention.

I f somethingis not veryrisk significant,
we shoul dn't be spendingalot of tinmeonit. There's no
advantage to the NRCor the |l i censees wasti ng resour ces
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on things that are not risk significant.

CHAl RVAN CERQUEI RA:  Excel lent. Well, thank
you very nuch.

Have we got some questions? Dick.

DR. VETTER: Thanks for com ng to us real
early in the process. That's very nice to see what
you' re thinking.

MR. MARKLEY: Thank you.

DR. VETTER: | think this process supports
a | earni ng organi zation, and | would viewthe entire
regul at ory communi ty wor ki ng t oget her as an or gani zati on
in this endeavor.

It al so has t he opportunity or provides the
opportunity to pronote consi stency anong regul ators,
agreenent statenments, NRC, et cetera, and | hopethere's
a possi bility of extendi ng that to non-agreenent states.

MR. MARKLEY: Certainly.

DR. VETTER: | think it also supports a
per f or mance based system You could use it to hel p make
the checklist longer, but | think with the NRC s
phi | osophy i n recent years becom ng nore performnce
oriented, | think this actually does that.

One t hought for you to consider i s whet her
or not the data that you're collecting to help the
regul ators couldn't also be useful for the regul at ees.
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MR. MARKLEY: Absolutely.

DR. VETTER: And there m ght be sone
mechanismto share that. So if you see a trend in
sonet hi ng occurring around the country --

MR. MARKLEY: Ri ght .

DR. VETTER: -- in additionto sendi ng out
-- 1 nean, you'll do that nowoccasionally on | forgot
what youcall it; aletter that goes to regul ators sayi ng
-- regul atees, |icensees.

MR. MARKLEY: Information notice?

DR. VETTER: Information notice.

MR. MARKLEY: Ri ght .

DR. VETTER: It m ght be something that's
nore regul ar.

CHAI RVAN CERQUEI RA:  Rut h.

MS. M BURNEY: | don't know if it was
br ought up at the CRCPD neeti ng, but I knowthat sone
states -- well, one of the universities in Texas has
taken al ot of our inspection data and done sone trendi ng
anal yses on howmany vi ol ati ons of different types and
the severity levels, andsoforthinthe different types
of |icensees, has taken data fromsone ot her states, too,
al ong those I|ines.

And | think that would probably be
beneficial if you could have themanal yze, you know,
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NRC s data along those |lines and --

MR. MARKLEY: Right. We would | oveto see
what they're doing.

MS. McBURNEY:  Yeah.

CHAI RVAN CERQUEI RA: | thi nk one ot her area,
you know, trying to get cooperation between NRC and t he
agreenent states is with the Part 35 revision. The
trai ni ng and experience guidelines, | think, potentially
can create al ot of paper work for the users, as well as
for the NRCin the agreenent states, and a conpl i ance was
supposed to be, you know, conpl et e agr eenent bet ween t he
t wo.

But we' ve been hearing runblings t hat sone
of the agreenent states arealittle unhappy wwththis,
and | think trying to look at the process, the
sinplification, that would be very, very useful.

For t he sake of tine, unl ess anybody has any
bur ni ng questions, | think maybe people couldtalk to
M chael afterwards, but thank you very nuch for --

MR. MARKLEY: Thank you.

CHAI RMAN CERQUEI RA:  -- includingusinthe
process, and we'dreally liketotake part i nwhatever
way possible that we can.

Thank you.

The next presentationis the "Content 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

125

Status of the Direct Final Ruleto darify Definitions,
Notification Requirenments, and Record Keeping
Requirements andto Elimnate a Certain Restrictions."
Dr. Tse, wel cone.

DR. TSE: Thank you, M. Chairmn and
menbers of ACMUJ and | adi es and gentl enen.

Mnewll berelatively sinpleconparedto
t he others you heard prior tone. So I'll be going
relatively quick, and if anybody have any coments,
pl ease just stop ne.

' mgoi ng to di scuss very briefly about Part
35direct final rule, whichis aclarifying and one m nor
amendment .

Wiy dowe -- first of all, the status. Next
slide, please. The status. The rul e was publishedin
Apri |l 2003, and one nont h public comment peri od, which
the direct final, as you know, i s we publish a proposal
and a final rule.

So t he proposed rul e public comments woul d
be -- ends tonmorrow. As of today, | have not received
any comments. | checked with the Web site on the
rul emaki ng Wb site. | did not see any corments eit her.

So | think probably by tomorrowwe wi || not receive any

adverse, significant -- significant, adverse coments.

Therefore, if that's true, the rul e woul d be
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effective on July 7th, 2003.

Next pl ease.

Way do we need a direct final rul e? Because
after the publication of Part 35 rule, the staff has
identifiedcertainareas m ght need clarification or
change, and there are sonme necessary, apparently
necessary inconsistencies and al so unnecessarily
restrictions.

Next .

VWhat are t he changes? The first oneisthe
apparent i nconsi stencies. | say "apparent"” because i f
you read the rule as a whole, it's not inconsistent
because Subpart J was put in, and to incl ude t he Subpart
J, you need to |look at inplenmentation section to
under st and t hat.

But i f sonmebody j ust | ooked at t he rul e by
itself, thenthey may say in, for exanple, 290, 390, only
the newitens, newT&E are | i sted wi thout |isting 920,
930, et cetera.

So to avoi d t hese apparently
i nconsi stencies, it's better toinsert these sections
into various training, T&E, and also 100, 200, 300
because that's the preparation of unseal ed sources.

So we add those Sections 920, 900, et
cetera, intothe appropriate regul ations and then said
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prior to October 24, 2004, these sections also
appl i cabl e.

Next one.

I n sone sections, an energency situation.
The one requi rement you say that the licensee should
notify the RSO, and al so the AU. The AU may not be t here
if apatient may be i n an energency situation or dies.
So we change that to an AU. Therefore, any AUwoul d do.

Next, please.

Thisistruly for clarification. Inthis
section, Section Asays that |icensee may performthe
calibration by hinself, and then Section B says the
l'icensee may use sonmebody else's nunber |ike a
manuf act urer and so on, but doesn't have a connecti on
bet ween A and B.

So sonebody rai sed t he question. Soto nake
sure, we just add those phrases in there to nake the
connecti on.

Next .

This one is to elimnate unnecessary burden
or restriction. Intheregulation, current regul ation,
t he trai ning of ophthal m c use of Stronti um90 can be
only done at the nmedi cal institution, and staff believes
there i s noreason why t he trai ni ng cannot be done by an
aut horized user in a nedical private clinic or eye
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ophthalmc office, and that's what this change is.

The next one is a correction.

Anyone have questions? Oh, sorry. Next.

The next one is the correction which for
sone reason the National Institute of Standards and
Technol ogy become National Institute of Science and
Technol ogy, whichinthe United States we do not have
such an institution.

(Laughter.)

DR. TSE: And | checked with this. Korea
has one.

(Laughter.)

DR. TSE: But | checked the ot her pl ace.
Everythingisright, except inthis sectionisincorrect.
So we just nmake a correction.

The | ast one, next, please; thelast oneis
al so for consistency. In the section requiring
calibration, it says that calibration can be done by t he
l'icensee or by manufacturer or Dby calibration
| aboratori es.

But in the corresponding record keepi ng
section, it doesn't say that. It just says requires
si gnature of AMP, and we bel i eve shoul d be consi stent i f
t he action sectionrequires the | ast i ndividual or al so
accepting the manufacturer or other calibration
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| aboratory's calibration.

Then the record keepi ng shall say those
people, and that's what to make it consistent.

Okay. | think | finished. Any questions,
pl ease?

CHAI RMAN CERQUEI RA:  Ri cKk.

DR. VETTER: That was so good. Could you
add alittle sentence sonewhere that says any source
could be used for interstitial purposes?

(Laughter.)

DR. TSE: | think sonme other staff nenber
will take care of that.

DR. DI AMOND: | nysel f devel oped a desi gnat e
conpetency wi | | make you t he arbiter of conpetency for

all AUs.

DR. TSE: I'mnot sure | qualify for that.

CHAI RMAN CERQUEI RA: Wel |, thank you very
much.

DR. TSE: Oh, by the way, | take this
opportunity to al so t hank t he menbers of the subconm ttee
and comm ttee when | was workingonthis paper. | really
appreci ate your hel p.

Thank you.

CHAI RMAN CERQUEI RA:  Excel l ent. Thank you

very much.
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The next presentationis "HHS Dat abase of
Regul atory Actions: Status and D scussion.” Linda Psyk.

MS. PSYK: Okay. Arewe on? It's hard for
me to hear up here. Can you hear ne back there?

Thank you. | |ike the nods of the head.
Thanks.

Okay. Good afternoon. Are we all still
awake?

Okay. My nane is Linda Psyk. 1'mfromthe
Di vision of Industrial and Medical Nucl ear Safety.

We'regoingtoswitchtopicsalittlebit.
| " mgoing to briefly cover the health careintegrity and
protecti on dat abase.

VWhat |' mgoing to di scuss shortly todayis
t he purpose of the health careintegrity and protection
dat abase. Fromhereoninl'mgoingtorefer toit as
"dat abase" so that we all know what |'mtal king about.

|"mgoing to describe alittle bit about
what the NRCw || report and howwe will report this
i nformation.

I'"'m going to give the status of our
managenent directive. The managenent directive is
actually our procedure that NRCwi Il use in order to
i dentify what needs to be reported and howwe wi || report
it.
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I " mal so goi ng to provi de sone exanpl es of
sone past actions that we will be reporting to the
dat abase.

And finally, 1'"m going to discuss the
responsibility of the agreenent states in reporting.

| didn't realizeit was set upto dothis
i ndi vidually. Excuse ne.

Okay. What is the H PDB or dat abase? The
Heal t h I nsurance Portability and Accountability Act of
1996, thisisreferredtoas HPAA |'msure we all know
what HI PAA is at this point.

Basi cal | y H PAA was pronul gat ed due to t he
burden of health carefraudinthe United States. H PAA
required the Departnent of Heal th and Human Services to
create a national fraud and abuse control program

Inresponsetothis, the H PDB, or database,
was established to conpile certainfinal adverse actions,
whi ch were taken agai nst health care practitioners,
provi ders, and suppliers.

It's inmportant to knowt hat the contents of
t he dat abase are goi ng to be confidential. Access will
not be allowed to the general public.

Entities reportedtothe database wi |l be
notified. Soif anindividual or anentityis reported,
they will benotifiedbythe HHSthat t hey were reported
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to the dat abase, and they will be able to access t hat
i nformation.

Informationw || al so be avail able tothe
state and f ederal agenci es, heal th pl ans, health care
practitioners, providers, and suppliers, as | said,
requesting information concerning thensel ves.

The dat abase requirenent is codifiedin45
CFR Part 61. It requires reporting fromstate and
f ederal government agenci es who | i cense or certify health
care practitioners, providers, or suppliers.

Al so, it requires that health plans, such as
i nsurance or prograns that provide health benefits, that
t hese organi zations also report to the database.

What isthe NRCgoingtoreport? Basically
there arethreecriteriathat determ ne whet her or not
that action will be reported.

The first oneisit nust be afinal negative
action or finding.

The second criteriais that the actions are
made publicly avail abl e.

The third one and t he nost i nportant oneis
t hat t he adverse action nust directly affect health care.
That' s very i nportant, either nedi cal practice or health
care. That's the bigcriteriathat we haveto -- I'm
sorry. I'll just read the next.
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An exanpl e, |l et ne give you two exanpl es,
bri ef exanpl es of what NRCwoul d report. The first one
woul d be the revocati on or suspensi on of alicense. That
type of adverse actionw || be reportedto the database.

The second exanpl e, and I' mgoing to gi ve
sone very specific exanples at the end of mny talk.
Second exanpl e woul d be actions that limt the scope of
practice. This woul dincludeindividualsthat are banned
from NRC |icensed activities.

The type of |icensees and enpl oyees who nay
be reported to the dat abase i ncl ude t he fol | owi ng who
wor k under NRC license. And they can include | ots of
di fferent peopl e: the physicians, the AMPs, the health
physicists, or as you can see the list, clinics,
hospi tal s, radi opharnmaci es. Any one of these individual s
or entities that we feel neet thecriteriafor adverse
action would actually be reported.

How are we going to report this information?
Managenent Directive 8.6 has been drafted. Basically,
t he managenent directive gives the policy and direction
toour staff on howwe will identify who's reported, how
it will bereported, and soon. Andthis w || be done by
different individuals in the agency.

For exanmple, the regional staff wll
i denti fy whet her or not sonet hi ng needs to be reported.
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They will followup with the |icensee to receive the
information that they need to report to the database.

That informationis forwardedto the Ofice
of Enforcenment. The Ofice of Enforcenent actually
inputs the data into the database.

What's the status of this managenent
directive? At thelast ACMJ neeting, this topic was
brought up for the first tinme. And nenbers of this
comm ttee were concerned t hat we wer e doi ng sonet hi ng
t hat we hadn't actually infornmed you about.

So a meno went out i n January of this year
descri bing the actions that we were goi ng to take, why we
were goingtotakeit. We gave youthe rul e invol ved,
and a draft of the managenent directive. And al so sone
exanpl es of past adverse actions that we wll be
reporting to the database.

Currently, the NRCoffices and regi ons are
review ng for final coment. Those final comments are
due back to ne by the end of this nonth. Hopefully |l am
going to be finishedw ththis by August of this year.
So t he managenent directive shoul d be conpl ete, and t he
regional staff will start identifying actions that need
to be reported.

Okay, I'mgoing to briefly review sone
exanpl es of past actions that require reporting. The
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first oneis-- actually these two are individuals. The
first one is Perry Beale.

Perry Beal e was a heal t h physi cs consul t ant
who was consulting to hospitals in Virginiaand West
Virginia. Hefalsifieddocunents for the licensees that
he was wor ki ng for. W prohibit hi mfromworki ng under
any NRCIicense, or beinginvolvedw thany NRCIicensed
activities because of his actions.

The second i ndi vidual is Dr. Jose Fer nandez.
He was a physi ci an who had over 100 nedi cal events due to
anincorrectly calibrated Strontium 90 device. He al so
failedto have a QW and an aut hori zed user onsite. H's
license was nodified to exclude the use of that
Strontium 90 for ophthalmc treatnents.

Okay, | have two nore exanpl es. These are
exanpl es of different facilities that will be reported.
The first oneis the Advanced Medi cal | magi ng and Nucl ear
Servi ces.

Their license -- they were operatingtheir
i cense wi thout an aut hori zed user or radi ati on safety
officer. Their |license was suspended for a certain
period of tinme. This type of action would be reportedto
t he dat abase.

Second exanpl e i s the Fai rbanks Menori al
Hospital. They were i ssued a notice of violationwth an

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

136

acconpanied civil penalty. Thelicensee failedto obtain
the signature of the authorized user on a witten
directive prior toadm nistration of a dosage of 1-131
greater than 30 m crocuri es.

You may question why is this reportable.
The reason this is reportable is because this could
directly affect health care. [f this was not signed by
an aut hori zed user, howdo we knowt hat the indi vi dual
adm ni stering that iodineis doingit accordingtothe
witten directive over that authorized user. This could
potentially directly affect health care.

And 1'l1 answer your question after I'm
finished. Thank you.

DR. DIAMOND: |'d actually liketo ask for
it now.

(Laughter.)

DR. DI AMOND: | just want to be very cl ear
-- Sol"mgettingready togoandgive 100 mllicurieto
my thyroid cancer patient up on the floor.

MS. PSYK: No, no, wait amnute. First of
all, we havetogothroughthefirst criteria. The first
criteria, oneof thecriteria, they received an NOVw th
acivil penalty. They actually received a notice of
vi ol ation acconpanied by a civil penalty.

Start fromthere. Nowwe | ook on. Wy did

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

137

t hey receive that notice of violation? They received it
because they didn't have an AU sign that witten
directive.

I nyour instance, if somet hi ng happened | i ke
that in your case, you nmay not receive a notice of
viol ation acconpanied with a civil penalty. That
criteria conmes first.

Do you see what | nean?

DR. DI AMOND: |'mjust asking avery sinple

questi on.

MS. PSYK: Ckay.

DR. DI AMOND: The typical patient 1'll do a
coupletines aweek. | admt tothe hospital. W have

themup there with the physicist. W went through
everything with the patient. Room s done.

What woul d happen i f that patient of m ne,
|l et's say a young | ady, took that oral capsul e of 100
mllicurieof sodiuml-131three seconds before |l went
and signed the witten directive?

MS. PSYK: Well, first of all, you woul dn't
get a notice of violationfor that. Renmenber, that's
what | said, thefirst criteria. Thefirst criteria--
this facility got a notice of violation with a civil
penal ty.

In fact, if they received a notice of
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violationw thout acivil penalty, they woul dn't even be
included in our database. They woul dn't even be
sonet hi ng we | ooked at.

DR. DI AMOND: So this is sonething where
there was a systematic issue?

MS. PSYK: That'sright. |'msure there was
nore of an i ssue that what |I' mjust describing here. And
that's why --

DR. DI AMOND: The reason |' mgetting your
attention is because --

MS. PSYK: -- they got acivil penalty on
top of their notice of violation.

DR. DIAMOND: Thereason | bringit to your
attention is because if you | earn about HPOVER **,
general ly you' I | recogni ze t hat physi ci ans nati onw de are
furious with some of its provisions.

And | think we're becoming justifiably
paranoid in sonme circunstances as to sonme of the
penal ties that we may be facing for inconsequenti al
activities.

MS. PSYK: Well, inreality, thisis not a
penalty. What |' mtal ki ng about hereis we're tal king
about what we' d be reporting tothe database. That's not
an actual penalty.

DR. DI AMOND: Aha. But you see, the way t he
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wor |l d works --

MS. PSYK: No one sees that information,
except for --

DR. DIAMOND: -- thisworld. Youliveina
different world, because the fact remains that this
i nformation can get out. This information can be used
against youinacourt of law. |I'mjust tryingto --
we'regettingalittle off tangent, but |I'mjust sayi ng
t hi s can be very, very del eterious to a person's career.

MS. PSYK: Okay. Well, that's duly noted,
al thoughwe will begoingforthwiththis, becauseit is
the | aw

DR. WLLIAVEON: Tofollowupwththis, if
for exanple the AU s intent was to deliver this, and t hat
one prescription maybe out of 100 t he i ndi vi dual forgot
tosignit, or perhaps it was done on an ener gent basi s
and the person failed to sign it 24 hours |ater.

I nmean, | would expect that this is not
unusual, that there may be a one percent rate of
essentially paperwork failures that do not represent a --
do not indicate a substantial problemw th the program
May be even sel f-correcting.

So you're going to put sonmebody in this
dat abase for that? That's what it sounds |i ke you're
saying. This does not seemreasonabl e.
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MS. PSYK: No, actually -- and actually

Sally Merchant's here fromthe O fice of Enforcenent.
She may have a few nore words she wants to say about
t hat .

MS. MERCHANT: Well, | would |ike to make
one comment, and that's that this was not sonet hi ng we
wanted to do. Thi s was sonet hi ng t hat was br ought to our
attention fromoutsi de t he agency, aski ng us howare you
conplying with this requirenent.

We' ve had to put al ot of resourcesinit.
We were -- |t was not sonmething we wanted to do. It's
sonet hing that we' re being requiredto do. W kind of
have many of the same feelings as you do, but we don't
have an opti on.

DR. NAG | think you do have an option.
One of thethings yousaidwas if it inpaired or affected
any patient's safety. Now, there's two things that can
happen, giving an exanpl e.

One thingisthat alevel or what you sign,
but the |level that was given was 100 mllicurie or
whatever, 100 mllicurieof 1-131, andit was given. And
the pressure of tinme and so on, it wasn't signed.

Now, t hat does not affect the safety of the
patient, although legally because it wasn't signed onthe
paper. And when you do an audit of 1,000 i njections, you
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are goi ng to have one or two of those. Andthat does not
af fect patient safety.

Now, you said that you are only going to
report inportant things that have penalty and that
affected patient safety. So sonethinglike that doesn't
af fect patient safety.

On the other hand, if that injection was
gi ven, no one gave the orders, and obviously no one
signed those orders, thenit affected patient safety, and
t hat shoul d be reported.

So | think you have to make t hat di stinction
bet ween t hose two, al t hough bot h on paper | ooks t he sane.

MS. PSYK: But you havetorealizethat in
the first exanpl e you gave, they woul d not receive a
notice of violation. They woul dn't even be on our radar.
That type of situation we woul dn't have even consi der ed
to | ook at.

MS. MERCHANT: Additionally, | ook at the
data on that. The EA-96, which neans that's 1996. That
was i n a periodof tinme beforewe went withthe newrul e-
maki ng; before we went wi th the nore perfornmance-based
phi | osophy.

Hopefully if a case cane to the O fi ce of
Enf or cement where there was no del i berate attenpt to do
anyt hi ng wong we woul d certainly consider that. As |
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said, look at it in the context.

The one above I'd |i ke to coment on. And
inthis particular case, this particul ar service set up
busi ness, negotiated with an aut hori zed user. Never
quote, "hired hi mor contracted him" and proceeded t o do
nor e t han 500 patients, with no aut hori zed user at all.
They had |'i ed about the one they were putting on the
i cense.

Same thing with the authorized user. And |
think any of you would find a problemw th that.

DR. NAG | don't think any of us have a
problemw th that. The probl emwe have is where there's
sone paperwork m ssing, and that was a penalty.

M5. PSYK: That will not even cone up on our
radar. That won't even --

CHAI RVAN CERQUEI RA: To rephrase --
Gent | enen, we need to go on.

MS. PSYK: Yes, thank you. OKkay.

CHAI RMAN CERQUEI RA: ' m not sure what
addi tional discussion on this will do, okay?

M5. PSYK: Ckay. Agreenent state reporting.
Agreenment states were alsorequiredtoreport adverse
actions to the database. | was going to actual ly ask
Ruth, do you know if the State of Texas has begun
reporting?
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MS. McBURNEY: | was going to ask you is

t hat t hrough State and Tri bal Prograns, or through --
directly through Enforcenent?

MS. PSYK: Actually, it's the -- You nean
who's going to be initiating it?

MS. McBURNEY: Who will report to?

MS. PSYK: It actually has to be every
gover nnent agency. So in other words, the NRCis a
gover nnment agency. Texas is a separate entity. They
will have to do their own reporting to the database.

MS. McBURNEY: Directly to --

M5. PSYK: Directly to the database. And
what the NRCwi || dois once the nanagenent directiveis
finalized, wew Il send an all agreenent stateletter
just torem nd agreenent states that they arerequiredto
do this.

Thi s came up as sonet hi ng several years ago
that we didn't evenrealize was out there. | nean, this
was publishedin 1996, and we didn't evenrealize that
this was a requirenent.

MR. LIETO Maybe |I' mm ssing sone dates
here or sonething |ike that, but by what |'ve under st ood
here, you' re going toreport any actions that you have
taken since 19967

MS. PSYK: Yes, that is correct. And |l'm
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sorry | didn't cover that. The rul e becane effectivein
1996, and | forget the exact date, whi ch means t hat we
nmust go back and | ook at al |l of our enforcenent actions,
and al | of our adverse actions that occurred, back to
that date, and report back from that date.

So i n other words, if somet hing happened,
l'i ke I gave an exanpl e that happened in 1997, we wi ||
have to report that.

MR. LIETO Because | thought it didn't
becone effectiveinitially until |ike 1999 or thereafter.

MS. PSYK: No, 1996.

DR. DIAMOND: It's adifferent provision.
It's conme into place at different points. So for
exanpl e, some of the provisions rel ative to physicians
and hospital s have coneinto effect only withinthelast
several nonths.

Ther e are ot her provisions | woul d gat her
t hat were antecedent to that.

M5. PSYK: Right. OCkay. In summry, |
talked alittle bit about the adverse actions that we
will report. | talkedalittle bit about the status of
our managenent directive and howwe' re going to use that.
And al so that agreenent states arerequiredto report on
t heir own, because they are consi dered a government
agency that issues their own |icenses.
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Are there any other comrents?

DR. NAG Now, nost of these violations, if
not all, woul d have been reported on your NRC newsl etter
or what ever anyway, right?

M5. PSYK: That'sright. Infact, that's a
very good point.

DR. NAG It is sonethingthat you woul dn't
get ot herw se?

M5. PSYK: That's a very good poi nt, because
infact, all the exanples that | provided, all of those
are avai | abl e because t hey were enf orcenent acti ons and
are avail abl e on our NRC website.

Soit's not |ike other individualsinthe

public couldn't see that informtion.

CHAI RMAN CERQUEI RA:  Thank you very nmuch.

MS. PSYK: Thank you.

CHAI RMAN CERQUEI RA: Excel l ent job. The
next discussionis goingtobe, "Witten Directives for
Brachyt her apy not Associ ated wi th Permanent | nplants.”
And Dr. Zel ac.

DR ZELAC. M. Chairman, conmm ttee nmenbers.

DR. NAG Dr. Zelac, can you nove to the
si de?

CHAI RMAN CERQUEI RA: Use t he next pl ace.
Push Tom out of the way there.
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(Laughter.)

DR. ZELAC:. You'll see ne several tines
today and tomorrow. Initially | was asked to nmake a
presentation on that aspect of involvenent with the
nmedi cal ruleinplenentationthat i'vereally been working
on.

However, | was then asked to gi ve a coupl e
of presentations, and this is one of them on other

aspectsrelatingto, | believe, i ssues or questions that

have been raised by the advisory commttee in the past|.

Inthis particul ar case, apparently there
was concern ont the part of soneone that the particul ar
writtendirectiverequirenments that appear inthe rule
relating to brachyt herapy, other than hi gh dose rate
brachyt herapy, were not appropriate, and that they only
applied, and were really applicable only for pernmanent
i mpl ant's, and not for tenporary i nplants or ot her types
of brachyt her apy.

So the question is are these witten
directive requirenents appropriate. The specificrule
sectioninvolved, and this againis therevisedrul e that
we'reworkingwith, the current rule, 10 CFR 35. 40(b) (6),
whi ch covers thewitten directive requirenents for all
brachyt herapy except HTR which has its own secti on,
(b) (5).
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The specific requirenments that appear in
that section of therule arethat the authorized user has
tostayinthewitten directive before inplantation,
what the treatnent siteis, what radi onuclide s goingto
be used as part of the treatnent, and what t he i nt ended
dose is as part of that treatnent.

After inplantation, but before conpletion of
t he procedure, the authorized user on the witten
directive needs toverify thetreatnent site, verify the
radi onuclide, and nowprovideinthewitten directive
t he nunber of sources that were utilized, the total
source strength and exposure tinme, or alternatively the
total dose.

Now what are t he changes inthis particul ar
revised rul e sectionthat nmake it different fromwhat
appeared previously? Now the nunber of sources is
entered after inplantation rather than before
i npl ant ati on.

Secondl y, individual source strengths are no
| onger required. Andfinally, thetreatnent site andthe
dose need to be enteredintothewitten directive prior
to inplantation besides being verified afterwards.

The basi s for these changes: di scussionwth
t he advisory conmttee on coments received on the
proposed rule. This specifically had to do with the
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entry of the nunber of sources post-inplantation, and no
need for individual source strengths.

And secondly, the <consistency wth
requi renments for ot her seal ed source t herapi es, where the
treatment site and the i ntended dose are identifiedprior
to the procedure.

Now, | thinkit's inportant tonote that so
far, the requirenments have not i ntroduced anyt hi ng whi ch
| personal ly, nor inconsultationwth others, have found
to be i nappropriate.

For exanmple, for tenporary inplants,

afterl oaders, manual afterl oaders, iridiumseeds, in

ri bbons renoved, tenporary inplants, youstill needto
identify the nunber of sources, you still need to
identify what nuclide it was, and you still need to

identify the total dose that was intended for delivery,.

DR. NAG | have a question about that.

DR. ZELAC. Yes.

DR. NAG | think that on your slide on --
before i nplantation, the treatment site, radi onuclide and
dose. Wiy when that was t here before was treat nent site,
radionuclide and | thinkit was activity. Andthat was
nore appropriate for a renmovable inplant, but

i nappropriate for the permanent i nplant.

Sotorectify that, they put i n dose which
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i S nownore appropriate for the permanent i npl ant, but

may not al ways be appropriate for the renovabl e i npl ant.

And the reason for that is once in a
renovabl e i npl ant, inatenporary renovabl e i npl ant, you
may want to put in the sources, and then do your
cal cul ati on and see howrmuch of the i sodose you start
wi t h.

And you may want to change your dose
dependi ng on the vol unme. Inthe renovabl e inplant, many
ti mes what you can do i s put the nunber of sources you
want and t hen cal cul ate, find out what vol une you're
getting.

And t he vol une and dose are i nter-rel at ed.
So dependi ng on the vol une you have, you nmay want to
ei ther take down or i ncrease the dose. Soinaway, if
you are having only the word "dose" there, it may tie the
hands down for the renovable inplant.

DR. ZELAC: Well, the comment that | woul d
make is that the witten directive is the intended
treatnment plan, if you wll.

DR. NAG Right, but --

DR ZELAC. That certainly doesn't preclude
nodi ficationlater of thewitten directive based on the
findi ngs associated with the treatnment itself.
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DR. NAG. But say youtriedto correct one
with dose that the previous directive was not really
sui tabl e for the permanent i npl ant, and you nmade it now
not totally suitable for the renovabl e inplant.

You can very easily correct that by sayi ng
dose or activity. Or, you can have a separate way of
writing the directive for a renovable inplant, and a
separate directive for a permanent i npl ant. Because t he

two, although they are both brachytherapy, have a

di fferent nmethod of how you do it, and how you plan itj.

DR. ZELAC:. You've indicated that there
woul d be a better way of stating the requirenent. Do you
findthat the way that is existingintherule nowwoul d,
in fact, represent a problen?

DR. NAG Are you sayingthe old 35 or the
35 now?

DR. ZELAC. No, |I'mtal ki ng about the rule
that we're living with right now.

DR. NAG  The new one.

DR ZELAC. Right. That'sreally what we're
comenti ng on.

DR. NAG Yes, it would. If in the
renovabl e inplant, if you are having total dose, and you
are sayingthat, well, I want to gi ve 3500, but t he way
t he sources are placed, if you gi ve 3500 you' re going to
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overdose that area. Thenif it's adifferent vol une, you
say no, ny intended dose is now going to be 2500.

DR. DI AMOND: But Subir, you coul d nodify
your written directive based on plan.

DR. W LLI AMSON: Yes, you can nodi fy your
wittendirective. | nmean, | think | agree wi th both of
you. | do believe that the way the current revi sed Part
35that we'renowlivingwithiswitten, | don't think
it precludes the radiation oncol ogi st fromchangi ng t he
prescription.

It's necessary to have a two-part
prescription, because treatnent planningis not al ways
conpl eted by the time the sources are |l oaded. Sothat's
i nportant that that be there.

On the other hand, | tend to agree with
Subir that in the old Part 35, the way the two-part
prescriptionwas wittenit was actually nore useful for
tenporary i npl antation because it essentially was nore
consi stent with a set of instructions or gui delines. How
the patient was to be | oaded, what sources, what
activity.

That' s what you knowat thetine. You don't
know what the total dose is going to be or the total
time. So froma safety perspective, there probably was
alittle nore added value to the ol d regul ati on conpar ed

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

152

to this.

But | don't think thisis anmajor problem
It doesn't hinder us from doi ng anyt hi ng.

DR. ZELAC. Well, obviously the problemit
was i ntended t o correct was having to specify i n advance
of i npl antation the nunber of seeds that were goi ng to be
utilized. And you know, that nmakes --

DR. WLLIAMSON: Right. You'retryingto
make it work for both permanent seed i npl antati on and
tenmporary inplantation.

CHAI RMAN CERQUEI RA: So it sounds likeit's
acconpl i shed the purpose.

DR. ZELAC: M. Chairman, we have soneone
from the audi ence.

MR. FORREST: Rob Forrest. ' m the
radi ation safety officer at the University of
Pennsyl vani a.

Two comments on that. |f some of the new
modal ities in 35-1000fall intothis category, it does
present sone probl ens, because Sl RSpheres, for exanpl e,
is considered brachytherapy. And it would be very
difficult wwthupto80 mllionspheresto determnethe
nunber that was adm ni stered. So that presents a probl em
with this regulation as witten.

Inadditiontothat, | heard several tines
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t hat an aut hori zed user canrevisethewitten directive.
But part Cof that saysawittenrevisionto an existing
wittendirective may be made if therevisionis dated
and signed by an authorized user before adm nistration.

Sothe way theruleiswittenright now,
you can't change it right in the m ddle.

DR. NAG  After conpletion, not before
conpl eti on.

DR. ZELAC. The other thingis, the conment
is that the sections inthe part of therule that I'm
di scussi ng nowapply to specific nodalities whichare
covered inthe base portions of the regul ati ons, and do
not apply to any requirenents relating to 35-1000
utilizations, which will be covered by m crospheres.

And it has its own specific requirenments for
j ust about everything. Wienthey canfit and matchwith
exi sting requirenents inother sections, that's done.
When t hey don't, then they certainly don't apply, and
t hat woul d be t he case hereinterns of specifyingthe
nunmber of sources.

CHAI RVAN CERQUEI RA: So that clarifiesit.
One |l ast conmment from Jeff.

DR. WLLIAMSON: Yes, | think | just read

t he part Chere that the menber of the general public.

| think, dependi ng upon howyou interpret this, it's
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okay.

It says before the adm nistration of the
dosage of unseal ed by-product material, the brachytherapy
dose. Sothat phrasetonme inplies youcanreviseit up
to and i ncl udi ng t he poi nt where the original doseis
delivered. But if it goes beyond, then you can't.

DR. NAG Therefore, if it'sin a pernmanent
i npl ant, theinplant is never finished, soyoucandoit
up to 100 years.

DR WLLI AMSON: That has never been cl ear,
and | think that's where --

DR. ZELAC. Well, that is currently under
consi deration by our O fice of General Counsel : when does
the procedure end. | will not specify, because it's
still pre-decisional, what their determ nation of that
was. They haven't conpletedit yet, but therew |l be a
stated endpoint for such procedures.

DR. NAG The ot her question that brings up
i's, youknow, if you' re taking arenovableinplant, | am

prescribing just 3,000, okay? But, because of the way

the sources are kept, it can go up to 4,000 or 5, 000.

So now | amdoi ng my calibration after the
original prescriptionof 3,000 is done, but before ny new
i ntended, which is 5,000. So what does that mean?

DR. ZELAC:. Well, there aretwo -- First of
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all, keepinmndthat theinformationthat's asked for
prior totheinplantationis quite general. Wat organ
areyoutreating? |I'mtreatingthe prostate. You don't
have to say the extent of it, whatever. |'mtreatingthe
pr ost at e.

What i s your approxi mat e i nt ended dose to be
delivered? |f you give a nunber, there's nothingto
precl ude you fromgi vi ng a range as opposed to a specific
nunber. And as | ong as you are wi thin that range, you
shoul d be satisfactory.

Yes. The answer to the question is
excellent. Yes, Part 35wittendirective requirenments
appear to be appropriate for brachyt herapy that invol ves
tenporary i npl ants, and are not specifically wittento
only apply to permanent inplants.

CHAI RMAN CERQUEI RA:  Thank you very nuch
Ron, excellent. All right, the next presentationis on
"Downl oading Part 35 fromthe NRC Webpage."

MR. ESSIG This will be very, very qui

CHAI RMAN CERQUEI RA:  Excel | ent.

MR. ESSI G Shorter than the others by a
| ong shot. You have a hand-out, and | thi nk menmbers of
the public haveit aswell. It'stitled"Saving Part 35
to Disk from NRC s Website."

You can read that at your |eisure. Any
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credit can go to Roger Broseus for articulatingthis.
He' s one of our resident conputer gurus. And we tried
it, andit works. It's referencedto Netscape, because
that's the browser we use. But it shoul d work on ot her
browsers as well.

So this answers t he questi on, hopefully.
There were concerns a nmenber brought up the | ast tinme
about the way the website i nstructions, you can only
downl oad a piece at atine. This all ows youto downl oad
the entire. Not only Part 35, but any part of the
regul ati ons you want to.

CHAI RMAN CERQUEI RA:  Fabul ous. So our | ast
presentation is going to be "Society of Nuclear
Medi ci ne' s Suggest ed Qui dance for Therapy Applications.”
And Dr. Jeffrey Siegel, Society of Nucl ear Medi ci ne, wil |
be making his way to the podium

DR SIEGEL: I'dlike to thank the chairman,
menbers of the ACMJI, the NRCstaff, for allowingneto
t ake up your very valuable tine today. | knowit's been
afull schedule. We'reall alittlebit tired, sol'm
going to be really brief.

As Tom Essi g sai d, when we devel oped t he
di agnostic, as you know, Part 35, divides by-product
material, or BM as | liketo say, into seven types of
medi cal use.

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

157

So therefore, out of necessity, Part 35
contains requirenments for a diagnostic as well as
t herapeutic nedicine. So in neeting with Chairnman
MEser ve on Decenber 19, 2001, it was agreed upon t hat
there was a need to publish a separate, stand-al one
gui dance docunent for diagnostic nuclear nmedicine
applications to sinplify all the paperwork invol ved.

SNM ACNP subsequent | y proposed to publish a
st and- al one gui de for therapeutic nucl ear nedi ci ne. The
term of course, "di agnostic nucl ear nmedi ci ne" does not
appear anywhere inthe regul ations, but it's understood
to pertain to 35-100 and -200 nmateri al .

And therapeutic nuclear nmedicine is
understood to pertainto 35-300 material. And as you
know, the NRC does classify nmaterial as to witten
di rective or non, and physi cal formseal ed or unseal ed
sour ce.

We know t hat the applicable parts of the
regul ati ons you' ve been debati ng over T&E can't be vi ewed
inisolationbecause there are |license conditions and, of
course, regul atory gui des. NUREG 1556, Volune 9, is the
| i censing guidance for the revised 35.

We know t hat |icensees nust have written
procedures. Andthat's stipulatedin Part 20. But these
policiesininplenmenting procedures are not publishedin
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the regul ati ons. They exi st only i n gui dance base, which
means froma regul atory poi nt of view, they don't exi st,
unl ess the |l icensee commts themto use, andthereforeit

becones alicense condition. Oherw se, they are non-

exi stent. Guidance is guidance. |It's not mandatory.

General |y, nucl ear nedi cine |l i censees have
used NRC guidance. And this is the reason that we
deci ded to publish a guide as an alternative. W worked
col | aboratively, as Tomsaid, withthe NRC, and we're
very happy that t he statenment was nade. |' mnot goingto
read it again.

It includes all the applicable NRC
regul ations. Not just Part 35, but Parts 19, Parts 20,
30, all other applicable parts to di agnostic nucl ear
medi ci ne.

As we'll see tonorrow, the nunber of
m sadm ni strati ons and nedi cal events that have occurred
over the last four years as a result of diagnostic
nucl ear nedi ci ne was two i n 2000, zero in 2001, zeroin
2002, and one in 2003. So not many nmedi cal events or
m sadm ni strations.

It was designedto make it nuch easi er for
all involved in diagnostic nuclear nedicine to be
famliar withtheregs. It'sonly 73 pages. It contains
step-by-step instructions. And again, this includes
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everything distilled fromPart 35, Part 19, Part 20, Part

30.

Addi ti onal guidance is necessary of
t her apeuti ¢ nucl ear nmedi ci ne, and that's why we sent to
each menber of ACMJl a copy of the conpani on gui de for
t her apeuti c nucl ear nedi ci ne. And you each shoul d have
acopy of that. It'sdividedintosix parts whichl'm
not goingtogointo. Let's all turnto page 36. |I'm
only ki ddi ng.

We t hor oughl y appreci ate t he revi ewof the
ACMUI , and any comment s you nmay have. And ultinmately we
woul d | ook for ACMJ endor senent of this docunent tothe
conm ssi on. And | thank you very much for your
attention.

CHAI RMAN CERQUEI RA:  Thanks, Jeff. One
gquestion that | have, which | sort of askedrelatedto
t he di agnostic, is people use this to nake deci sions
about how they set up their practices.

And | " mworried about liability inthe sense
there's -- you know, when t he NRC puts out a gui dance
docunent, the governnent is behindit. Nowwhen the SNM
puts out a docunent, who's |iable.

And what i f a physician acts i n accordance
with these guidelinesthat you' ve put out, andthenis
found to have significant violations, |oses hislicense
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or sonet hi ng.

Do t hey have any -- you know. Is the SNM
liable in any way?

DR. S| EGEL: Well, we have the SNM s
attorney here, sittinginthe background. But again,
t hese gui des were witten as m ni nal gui des. They were
not nmeant to be the things you could do to the nth
degr ee.

CHAI RMAN CERQUEI RA: | mean, the regs
ultimately are what determ nes what's appropriate.

DR. SIEGEL: That's absolutely right. And
there's nore than one way to skin a cat, as you know.

CHAI RVAN CERQUEI RA:  Ri ght.

DR SIECGEL: And one coul d t ake t he gui dance
in 1556, Volume 9. O one of the guides that we've
proposed, the di agnostic or the therapeutic guide. And
t he question that youaskis aninportant one, and |I'm
gl ad we do have the SNM attorney here.

But | think that theinportant thing hereis
that in arisk-informed perfornance-based situation that
we'rein. And wheninspectors conein, | don't knowwhat
they're going to be confortable wth.

Soif they're not confortable withthe SNM
gui de, but they're famliar with NUREG 1556, and t hey see
viol ations that don't amount to safety problens, that's
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one issue.

But let's say they see violations that
anount to nedi cal events or m sadm nistrations, whichis
t he question, and the only i nportant question, in ny
opi nion, that you're asking. Is it because of their
policies and inplenenting procedures?

And | can't see that as a probl em except
that they're not follow ng any policy or procedure
what soever. Like they were tal king about before, a
facility operating wi thout an authorized user and a
radi ati on safety officer.

| woul d suggest that know edge i s al nost
i rrel evant and uni nportant, because who woul d consi der
doi ng that? Cbvi ously, there are peopl e out there that
are doing that. But if you have no policies and
i npl ementing procedures at all, you're likely to
experience m sadm ni strations and nedi cal events.

But i f you have m ni mal standards i n pl ace
whi ch you're foll owi ng, and not even to the letter.
G ven fromthe NRC s presentationtonorrow, there are
essentially no nedical events or m sadm nistrationsto
speak of in this century.

CHAlI RVAN CERQUEI RA: (kay, wel | that will be
an interesting presentation.

DR. SIEGEL: But I'dlike for youto speak
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on this, Bill.

MR. UFFELMAN: As | recall in the beginning
of the guidance there's a paragraph that specifically --

MR. ESSIG Nanme pl ease?

MR. UFFELMAN: Bill Uffel man, Soci ety of
Nucl ear Medi cine. |'mgeneral counsel and director of
public affairs. U F-F-E-L-MA-Nand |'IIl give you ny
card when |'m done.

But basically recall, your whol e -- the way
you behave i s directed by the regul ati ons, Part 35, Part
20, et al. The gui dance, both the NRC s gui dance and t he
SNM gui dance, are just that. Guidance.

Utimately, theregulationis what controls
your activities. Andyour |license, whichyousaid, I'm
goingtodothesethings. Andsoineffect, the gui dance
t hat SNMprepared, that the NRCrevi ewed and sai d yep,

this neets it too. Both of those, the NUREG and t hat,

both of themare just that. Guidance on how to conply.

I f your attorney, or your RSO or sonebody
el se sai d, hey, here's sonet hi ng we can do t hat conf or ns,
you can do that too. It becones, though, when you're
i nspected, is there sone sonething that you can point to
and say | did that because it made sense.

And again, it goes back to it's a
performance- based standard, and if you' re perform ng,
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t hen you have net the criteria, the fundanental criteria
of the regulation.

Are you, infact, having m sadvent ures out
there, or i s everything hunky-dory i n accordance with --

CHAI RMAN CERQUEI RA: Ri ght, but sone of
t hose are subject tointerpretation. As you've heard
t oday, what we've put down and the way it's being
interpreted is not always the sane.

And | think once you' ve created gui dance
docunents, then our constituents coul d basically be
foll owi ng recomended policies, but my end up gi vi ng
them a viol ati on.

| see that the NRC gui dance docunents are
basically fromthem and probably are, you know, they're
probably alittle bit nore protectiveinternms of what
peopl e do.

Does t he NRC gi ve t he sane wei ght to t he SNM
gui dance for diagnostic and therapeutics?

MR. UFFELMAN: On t he di agnostic, the NRC
put its name on the cover of the publication. As an
al ternative to NUREG Vol une 9.

CHAl RVAN CERQUEI RA:  But does t hat nean t hey
fully endorse it, the way they do their own gui dance
docunent s?

MR. ESSI G For the diagnostic, | think we
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-- that's --

MR. UFFELMAN: That's --

CHAI RVAN CERQUEI RA: | s t hat what counsel ?
| guess she's gone. Ckay.

MR UFFELMAN:. That's why they licensedit.
They licensedit fromus to publishit as an alternative
t o NUREG Vol une 9.

MR. ESSI G An acceptable way of
i mpl ementing --

CHAI RVAN CERQUEI RA: | guess havingthisin
the mnutes of the neeting, or at least in the
transcript, | think nakes nme feel a little nore
confident.

DR. SIECGEL: That's a very i nportant point,
because when we were speaking with staff and the
conmm ssioners --

CHAI RMVAN CERQUEI RA:  Ri ght.

DR SIECGEL: Cuidance bei ng gui dance. They
didn't giveit the same wei ght as the regul ati on. And
" mglad Bi |l brought up that point, because gi ven t hat
this is guidance, and that there are al ternative net hods,
and this is sort of "use at your own risk".

One certainly can't escape, | guess,
liability in the sense that sonebody's goi ng to say,
wel |, | sawthis here, and because | did this, | ook what
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happened.

MR. UFFELMAN:. That's a chal |l enge | woul d
wllingly face in court.

DR SIECEL: But that's al so sonethingthat
coul d happen as a result of sonebody followingtothe
| etter NRC gui dance.

DR. BROSEUS: M. Chairman, | have a
coment .

CHAI RVAN CERQUEI RA:  Yes.

DR. BROSEUS: |' mnot going to speak tothe
liability issues, but it mght be useful, and | w |l make
sure that a copy arrives for ACMJ tonorrow. There was
a regulatory -- a RIS. What does RIS stand for?
Regul atory | ssues Sumary.

And that stated clearly what the NRC s
intent was with regard to nmaki ng the Soci ety's gui de for
di agnosti c uses availabletothe public. And we'll nake
t hat avail abl e tonorrow.

MR. ESSIG | had nentioned that earlier.

CHAI RMAN CERQUEI RA: Ckay, that will be
good. Now, the other questionis, | neanthisis com ng
fromthe SNMon t herapeutics. And are t here any ot her
st akehol ders who should have input into this?

DR. NAG | do not have input into this
docunment. But what |'mwonderingisissuchasimlar
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gui dance required, or would it be hel pful for the NRCif,
for exanpl e, the ASTROwoul d devel op sonet hing sim | ar
for therapeutic radiol ogy?

DR. SIEGEL: See, | hoped t hat when we had
t hese wor kshops t hat Tomwas t al ki ng about several nonths
back, that nore of the professional societies would have
come forward.

And |' mquite surprisedthat inthe 50 or 60
or so years, nobody has cone forward. And that we were
as a professional organizationthe first to cone forward
to have sone professional standards.

| mean, purportedly professional health
physi ci sts have the trai ni ng and experi ence t hat they
shoul dn't be follow ng guidance blindly. Not that
gui dance necessarily i s bad, but they ought to have their
own or gani zati on, or professional standards with whichto
oper at e.

DR. WLLIAVMSON: We do, | just want to
interject. The AAPM the ACR, ACVWP, have many st andar ds
of practice in radiation oncology dealing with --

DR. SIEGEL: No, no, | know that you do.

DR. WLLI AMSON: Ckay.

MR. UFFELMAN: The ot her -- The reason we
wantedto bringthis toyoutoday was i f you recall when
we di d t he di agnostic, we had di stributed for peer revi ew
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to a coupl e hundred people.

And you al |l said, well gee, we didn't see
it. Thenotionwasit's here. And as Jeff said, there's
a coment sheet there that we invite your coments.

We hadn't i ntended that it would get into
t he publicly rel eased pi eces t hat went out, but that's
okay i f they want to conment too. But obviously, the
copyright remains inthe SNM and what we wer e | ooki ng
for was i nput fromyou all on the docunent because we
w ||l be publishing it as an SNM docunent.

And i f, you know, sonehow, some way, the NRC
al so recognized it, that's a nice thing too.

CHAI RVAN CERQUEI RA:  Any ot her questi ons for
Dr. Siegel? Thank you very nuch, Jeff.

DR. SIEGEL: Thank you very nmuch.

CHAI RMAN CERQUEI RA: So t hat ends today's
session. Jeff?

MR. LI ETO. Just quick. | notice that the
timeline for reviewis May 10.

DR. SIEGEL: Oh, that's fine. Obviously
that can't happen.

(Laughter.)

MR. LI ETO Thank you for recogni zi ng t hat.
But what -- | nmean, are you | ooki ng at sonet hi ng, since
nost of us have just gottenthis withinthe past week,
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what are you | ooking at? Sonethinglike w thin30to 60
days, or what?

DR. SIEGEL: | thinkif you could dothat,
t hat woul d be great.

MR. LIETO  Ckay.

DR. VETTER: And where do we send the
coment s?

MR. UFFELMAN: | think the address is
i nsi de.

DR. SI EGEL: Should be a comment sheet.

MR. UFFELMAN: Does it say somewhere 1850
Samuel Morris Drive?

DR. VETTER: No. There's a comment sheet,
but no address on it.

MR. UFFELMAN:. The | etterhead on the front.
Send it to the Publications Departnent, Society of
Nucl ear Medi ci ne, 1850 --

DR. SI EGEL: O give themyour honme nunber
so they can call at night.

MR. UFFELMAN: No, | don't want totalkto
them And Jeff gave youway too nuchtine. If, infact,
you coul d conment inthe next twotothree weeks, that
woul d be appreci at ed, because we' re goi ng to t he annual
nmeeting.

My anni versary is the 21st. So sonewhere

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

169

around t he 21st of June we'l | be at the annual neeti ng.
And t he noti on was we woul d be abl e to say t he revi ew had
been conpleted by the tine we got there.

CHAI RMVAN CERQUEI RA: Excellent. Tonf

MR ESSIG Just onepoint. | realizewe're
about to adjourn the nmeeting for the day.

CHAI RMAN CERQUEI RA:  The open sessi on.

MR. ESSI G Just wanted to nention that we
w |l reassenble. And | think those of you t hat need
security badges need to pick themup over at t he ot her
building. | believe that's the arrangenent.

CHAI RMAN CERQUEI RA:  Shoul d we do t hat and
t hen come back?

MR. ESSI G And you can do that, and t hen
come back. And why don't we take about 10 mi nutes, then
resune our closed session fromthis norning.

MS. W LLI AMSON: Before everybody | eaves,
can | make sonme qui ck announcenments concerni ng your
badges. Just real quick, just amnute. To get your new

badges, all you have to do is wal k over to the ot her

bui | ding and surrender your current badges. That's it|

Ms. McBurney, | need to talk to you.
(Laughter.)

(Wher eupon, the above-entitled matter went
off therecord at 4:55 p. m and went back on
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the record at 5:08 p.m)

DR. WLLI AMSON: | think onthe remining
concerns of Part 35, we clearly have the issue of
licensing conditions for sealed, interstitial
brachyt herapy sources, that remains anissuethat we're
qui t e concer ned about and shoul d probably be nentioned to
t hem

Anot her one that is a concern for ne was
alluded to in the |ast session, which, you know,
basically the O fice of General Counsel is going to
deci de al nost, you know, what fraction of properly done
prostate inplants today are going to be nedi cal events
t omor r ow.

You know, and this is the issue of howto
i nterpret thel anguage of what's pernmitted in pernanent
brachyt herapy interns of prescriptionrevision. And
just so you knowwhat theissueis, isthat inplants are
pr epl anned based on m ni rumdose to t he prostate capsul e,
usual ly.

But when i npl ants are execut ed, you know,
because of theinability to place the seeds precisely
wher e you want t o and seed mi gration and prost at e edena
and so forth, the m ni numdose on average t hat you get at
t he end of the procedure when you do a post-inplant CT
and | ook at it, comes out to be soneti mes only 60 percent
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of what that was prescribed.

So practical |l y speaking, what is usedisthe
dose to 90 percent of the target vol une as a par anet er
for determ ni ng howgood the prostate inplant is. And
sonehow, you know, we have to have sone i nfluence onthis
process to make sure that a realistic, aclinically
realistic interpretation of how to wite witten
directive for prostate inplant i s devel oped, or the NRC
coul d be swanped wi t h t housands of neani ngl ess nedi cal
events.

DR. NAG Nowl et nme add a coupl e of things.
It al so depends, when you' re saying the doseis often
i nplied, you are saying that the dose is 13,000 or
15, 000, is purely obviously because it depends on howyou
do the volunme of the prostate.

And we have done this at the study bet ween
our nmenbers. W had asked t hemexcel | ent work known | i ke

a Therapist to circle the prostate, and all the ten

circles were different. And | can give you that study,.

So if you take the dosinetry fromthose ten

peopl e, fromthe sane i npl ant, sane prostate, that those

were different in the prostate by ten different peopl €.

Andinall, all the human control, the dose
inthe, I wouldn't say neani ngl ess, but it depends on how
you are interpreting the dose. So just because we |i ke
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13, 000 or 15,000, that doesn't necessarily nean, you
know, that you're under thoseinthe prostate, all were
those in the prostate.

And the inportant thingis that the therapy
of the basin not underm ne the, because they are
basically cured.

DR. WLLIAMSON: So | have great concern
when | hear about an attorney who has | i ke no concepti on
or understanding of the clinical process and what
constitutes, you know, essenti ally an avoi dabl e t echni cal
error, and what constitutes a properly done prostate
i mpl ant .

CHAI RMAN CERQUEI RA: So this is aconcern
that we need to bring up with them

DR. W LLI AMSON: Absol utely.

CHAI RMAN CERQUEI RA:  And maybe t he t wo of
you, Since, you know, thisis not an area where | have a
| ot, maybe you coul d just draft afewslides for nme, and
we can get those in.

Soissuesrelatedtotherapy with, you know,

i ssues for brachyt herapy for, that's one area of concern.

DR. NAG  Especially permanent inplants.
CHAI RMAN CERQUEI RA:  Per manent, okay.

DR. W LLI AMSON: Yeah.
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CHAI RVAN CERQUEI RA: And t hen we have t he

i ssue of the training and experi ence whi ch, again, | just
got alist fromLloyd. So far three states have bought
into the NRC proposal, the agreenent states.

But t he others we haven't heard from We
have no idea how they are going to deal with this.

DR. W LLI AMSON: Lloyd just entered the
room

CHAI RVAN CERQUEI RA: Di d he? Okay, yeah,
Ll oyd and | were tal ki ng. And so, you know, and |I' mnot
sure there's anyway of know ng at this poi nt what they
remai ni ng agreenents states will dowith this. And
certainly for the physician aut horized users it's going
to be a major problem

MS. MCBURNEY: Dr. Cerqueira?

CHAI RVAN CERQUEI RA:  Yes.

MS. MCBURNEY: Just speaking for one
agreenent state, we have adopt ed everyt hi ng except t he,
j ust about, except the traini ng experience. And we were
waitinguntil we get all this, the other i ssues worked
out on that.

CHAI RVAN CERQUEI RA: Ri ght. And W sconsi n
is doing the sanme thing.

MS. MCBURNEY: So that we woul dn't have to
do two rul e maki ngs dealingw th traini ng experience,
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t hat we would just do one. And | think a | ot of the
states arewaiting for this additional rul e maki ng before
t hey --

DR WLLI AVSON: Are you goi ng to represent
the state of this in your general summary about the
ACWMUI ?

CHAI RMAN CERQUEI RA: No. One of theitens
is just sort of a --

MS. MCBURNEY: | npl enent.

CHAI RVAN CERQUEI RA:  Yeah. ACMUI feedback
on the status of i nplenentati on of the revised 10 CFR
Part 35. And, you know, we don't have all that nuch
feedback at this point. | haven't, you know --

DR. W LLIAMSON: Well, isthe trainingand
experi ence a separat e agenda i temor covered under the --

CHAlI RVAN CERQUEI RA: No, it's not a separate
agenda item It's going to be covered under here.

DR. WLLIAMSON: | think that it m ght be
good to maybe, | don't knowif Dick will be attending
this or not.

CHAI RVAN CERQUEI RA: The conmm ssion
bri efing?

DR WLLI AVSON:  Yeah, to nmake sonme comment s
about residual issues and sonme responses to --

MS. MCBURNEY: Yes, he is going to be -
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CHAI RMAN CERQUEI RA: He is going to be

there, right.

DR. WLLI AMSON: So you don't need to cover
t hat, then.

CHAI RMAN CERQUEI RA: Ri ght .

MS. MCBURNEY: Right.

CHAI RVAN CERQUEI RA:  Okay. Well, what
ot her, you know, again | don't have to go on very | ong.
| thinkthat sone of these i ssues about the prostate --
yes, what el se?

DR. W LLI AMSON: Well, | think that since
you' re covering, generally, the status of the ACMJ, as
our Chairman, | think you should all ude the i ssues of
comruni cati on and our concern, you know, about, you know,
what we tal ked about this norning.

So | think you should summari ze t hat and
sunmmari ze our proposal.

CHAI RVAN CERQUEI RA: Right. For the fol |l ow
up conference.

DR. W LLI AMSON: Yeah, that we've sort of
settledonthethirdway, whichis, you know, we want to
have some ki nd of a codi fication of how, | don't know,
not di sputes exactly, but you know - -

CHAI RMAN CERQUEI RA:  Sort of foll owup on
i mportant issues.
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DR. WLLI AMSON: -- howare advice needs to

be handl ed when we get a negative recepti on over sonme
issue we feel strongly.

DR MLLER | think what you're | ooking for
isininstances where you have a passi on about a certain
recomrendati on t hat you' ve made and t he st aff doesn't
t ake you up on your recommendati on, you' d |ike to nmake
sure that the Comm ssionis aware of, of your concerns
and your position.

DR. WLLIAMSON: So | think alittle bit
about sone of the past hi story and our recent concern.
| " msure this has probably reached themif any of the
Comm ssi oners have ever | ooked at the transcri pt or the

sunmary of our m nutes.

It would be worth summari zing this when --

MR. ESSIG And | think it would be worth
contrasting the difference between this Advisory
Comm ttee and t he ot her two. Nanely, that they report
directly tothe Comm ssion and they i ssue aletter from
t he Chai rman of the Committee to t he Chairnman of the
Conmm ssion with reconmendati ons.

Wher eas, this Conmttee reports within NWS
and because of its narrower focus, inlarge neasure, and
so that the recommendati ons come up and i n a way t hat
could be alead into what you're going to share with
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them t hen.

CHAI RMAN CERQUEI RA: Okay, all right. So,
okay, now that's a good point. The structure, the
reporting structure for this Conmtteeis different from
the other two that -- okay.

DR. NAG Manny, | have one thi ng. Wet her
it would be worthwhile to bring up the exanpl e we had
t hi s afternoon where you had 15 or 20 di fferent types of
sources wWith themall essentially simlar, but because of
the way they were i nterpreted you haveto get alicense
every time you change fromone to t he ot her with no base
and consequences.

DR. WLLIAMSON: | think that's on your
list, right?

CHAI RVAN CERQUEI RA:  Yeah, the first two
itens.

DR. WLLI AMSON: Yeah, the licensing --

CHAI RMAN CERQUEI RA:  Li censi ng conditions
for interstitial and inpl anted brachyt herapy devi ces,
yeah. And you guys are goingto give ne sone, well sone,
j ust sone of the tal ki ng points, because, you know, it's
really inmportant.

MR. ESSIG Coul d | suggest that since Paul
Lohaus and his staff are here --

CHAI RMAN CERQUEI RA:  Yes.
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MR. ESSIG -- they cane this norning. W

had to turn themaway and t hey' ve conme back now. And we
can tal k about Ral ph's slides.

CHAI RMAN CERQUEI RA:  Excel | ent, yes.

MR. ESSI G And, Paul, if you want to cone
up tothe table here and this is, Ral ph Lieto has the
lead for this, onthe 28th, this presentationis onthe,
on the agenda.

He i s going to be summari zi ng on behal f of
the Comm ttee and we stunbl ed on a coupl e of things this
nor ni ng. So, that we're, so, Ral ph, do you want t o ki nd
of pick up and maybe Paul can hel p answer the issues.

MR. LOHAUS: Hello.

MR. LIETO \Were do | start? Here. |
t hi nk i n basi cally sone of the conments | got back from
the Comm ttee menbers this norning, | thinkthe stunbling
bl ock had to do with the issues regardi ng areas of
concern.

And t hat t here was support for the alliance
concept or net hodol ogy of program National Materi al
Program which was the working group recomrendati on.

And t hat t here were four nmai n conponents of
t hat al liance program And the one, or one of the four
t hat was of concern, potential concern, hadto dowth
NARM regul ati on of NARM
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And its potential increased regulatory
burden, inpact and soforth. Where we really got into
stunbling | thinkwas on understanding, | think, fromthe
wor ki ng group report that was revi ewed and present ed at
the | ast neeting.

It hadto dowth state programi ssues and
funding. Ckay. Andthe alliance program that isreally
i n essence not much, I' msort of asking a question, is
not nmuch of a change t han what i s goi ng to be exi sting

now, except you' re goi ng to have NARM |s that accurate?

MR. LOHAUS: Let ne, in response, let ne
provide alittle background i nformati on because on one
hand the alliance structure that the working group
recomrended, is really a further evolution and
advancenment of where the National Materials Programis
t oday.

And | always like to start out and indicate
that thereis a National Materials Programtoday. It's
basi cally, what the programis, interns of the states
and the NRC.

And over t he past several years, andit's
really nore than several years now, we've been very
effectiveinterms of using aconbinati on of state and
NRC r esour ces t hr ough a wor ki ng group process to addr ess
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ar eas of newgui dance, rul e maki ng activities, commopn
regul atory issues.

And wor ki ng groups wi || devel op a product
that can then be utilized, whether it be by NRCor the
state. Andthat isreally at the heart of the alliance
concept. What the alliance concept or structure does
t hough, as envi sioned by the wor ki ng group, isit expands
t hat out and has additional factors that you don’t
necessarily see in today’s program

The concept of using centers of experti se.
For exanple, you can see that in places today. For
exanpl e, Texas took al ead earlier and devel oped a wel |
wal ki ng rul e that was sort of a center expertise and t hey
took the |lead to devel op that.

But you don’t see that in a, in a heart
sense as a structure or practicethat’s carriedout. The
alliance al so i ncl udes a concept of what’s call edthe
adm ni strative core. And| have a hard time getting ny
hands around exactly what the adm nistrative core is.

Because i f you | ook at this and you | ook at
t he al | i ance process, there needs to be an organi zati on,
and ri ght nowl think NRCis probably that organi zati on,
t hat hel ps take on accountability, make sure products,
when they are needed, are conpl et ed.

Conpl et ed on schedul e. That they neet their
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i nt ended purpose. That they are the right standards of
quality, etcetera. Andthe alliance concept, as you see
that inthe working group report, it tal ks about this

adm nistrative core, but it’s not really clear exactly

who that administrative core is or how it functions.

And it coul d be a consortiumof CRCPD, QAS,
and NRC. It could be CRCPD. It could be NRC. And
that’ s sonethingthat | think will have to be sorted out
inthe future. And | think today, if | were to answer
the question, it’sreally NRCsort of has the | ead and
carries out that responsibility.

But it’ s done t hrough sone of t he ki nds of
mechani sms and processes that you would see in an
alliance program And that’s one of the reasons t hat
when we went back to the comm ssion on the pilot
projects, the staff recormendation, andthis was real ly
not only a staff recommendati on, but a recommendati on
t hat CRCPD and QAS agreed with, was to use what we cal | ed
a bl ending of the current program

The current programas it exi sts today, and
the alliance option, whichistotry and push further the
state of the art in the evolutioninternms of howthe
al liance process could work inthe future. But there are
sone unanswer ed questions.

MR. LIETO Soit continuesto be ahybrid
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of agreenent and non-agreenent states?

MR. LOHAUS: Inthis case, it’sprincipally
NRC, agreenent states and CRCPD and, on occasion, a
non- agreenent stateif thereis anissue that, where we
want non- agreenent state input. But the primary, central
focus of this, is really agreenent states.

Not non- agreenent states. Although, when
you bring CRCPDintothis, youbringin both agreenent
and non-agreenent states. And | realizethat’s hardto
make that differentiation, but I think in ternms of
| ooki ng at the Nati onal Materials Program it woul d be
best characterized as NRC and the agreenent states.

I woul d not bringthe non-agreenent states
in. But, what you're seeing on certainissues, such as
regul ati on of NARMand questions | i ke that, whi ch have an
i npact on agreenent state prograns, what we’'re doingis
we’ re invol ving CRCPD and bringing in, through that
or gani zati on, a non-agreenent state perspective to have
t he benefit of those views on questi ons that have an
effect on the non-agreenment state prograns. Ruth?

MS. MCBURNEY: Yeah, | would add that
normally if, on matters of byproduct material and so
forth, even the CRCPD puts soneone i n froman agr eenent
st at e on wor ki ng groups and steering commttees, tothe
m x.
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MR. LOHAUS: Andthat’s, that’s a very good

poi nt. Because if you | ook at the process of devel opi ng
t he suggested state regul ati ons, one of the things that
we'vetriedtodonorerecentlyistotry and work NRC s
rul emaki ng process and work the suggested state
regul ati on process in parallel.

Wi ch neans that the, the i ndi vidual within
t hat conference comm ttee t hat has responsibility for
t hat particul ar suggested state regul ati on part, woul d
wor k, if we had a wor ki ng group set upto deal withthat,
woul d work on that working group.

So you’' d have both the benefit of the
conference conm ttee and t he wor ki ng group and t he cross
over that would occur, so the two could proceed in
parallel. Andwe triedto dothat on Part 35, as well as
| think you re aware, and t hat was one of the, it wasn’t
really apilot, but it was, the process, theideawas to
try and work that process in parallel.

And sonme of it worked well, and sone of it
didn’t work quite sowell. There's, we’'re goingto, as
we continuetodothis, gainexperience andreflect that
back. But | think that to say that the non-agreenent
states are part of the National Mterials --

MR. LIETC | guess that’'s still a
fundanmental issue that | think was not clear in the
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report or maybe m sunderstood fromthe report is that
when you say NRC, okay, does that include individual
states?

For exanpl e, M chiganis an NRC-regul at ed
st at e. So when you're tal king NRC, do you nean
M chi gan? Do you nmean M nnesota?

MR. LOHAUS: No. NRC, solely NRC

MR. LIETO Ckay. That's, that’s, | think,
part of the issue here. Ckay. You re sayingit doesn’t
i nvol ve non-agreenent states. Okay. So where do they
fall inthe alliance? They're not part of a Nati onal
Materi al s Progrant?

How do you call it a National Materials
Program if the states that are regul ated by the NRCare
not part of the process. See, ny, well, | understandthe
alliance about, with the agreenent states, okay.

And that’s what | think is part of the
m sunder st andi ng. Maybe it’s a m sunderstandi ng or
confusion. Is that, it seened |ike an alliance, the
allianceisthat the states, all states sort of achi eve
an agreenent state status.

And you have the NRC as this, or whatever
Agency, CRCPD, OAS, whatever, or a hybrid of thethree,
as this, in alliance with the states.

MR. LOHAUS: If the atom c energy --
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MR. LI ETO Because you keep tal ki ng st at es
and NRC, and that’s where |’ mtrying to understand. |
under st and where non-agreenent states fit in, or
agreenment states fit in. Were do the non-agreenent

states fit ?

MS. MCBURNEY: They are regul ated by NRC.

MR. LI ETO. But he just said they are not
part of NRC.

MR. LOHAUS: No, they are regul at ed by NRC,
but | guess | was | ooki ng at this through t he standpoi nt
of if youweretolook at the National Material Program
and interns of where that programis today, it addresses
Atomi ¢ Energy Act materials, and it consists of the
agreenent state prograns and NRC s regul atory program
whi ch covers the suite of agreenent nmaterial |icensees,
Atom ¢ Energy Act materials |icensees nationally.

It does not include a non-agreenent state,
such as M chi gan.

DR. WLLIAMSON: But if you expand the
| egi slative mandate, if you anend t he At om ¢ Ener gy Act
to include NARM then you are going to force the
non- agr eenent states either to becone agreenent states or
shut down their non-regul atory prograns and nake way f or
you.

MR. LOHAUS: | nean that’s certainly an

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

186

i ssue that would need to be addressed as a part of
consi deration of any |l egislationto anmend the Atom ¢

Ener gy Act to consider NARM 1|It’s howyou woul d handl e

st ates, non-agreenent states, that have NARM Prograns.

And sone regi ster, sone |license, there’s
di ffering degrees. But | thinkin general nost of the
non- agr eenent states do have prograns of regul atory
oversi ght over NARM And that’s a question, as a part of
the legislation, if that were to be consi dered, that
woul d have to be addressed.

DR. W LLI AMSON: | think we should sti ck,
| " mjust maki ng a suggestionto you, Ral ph. Because |
t hi nk to get caught upinall of this bureaucratic-- 1
don’ t understand hardly a word you’ ve sai d, to be honest
with you.

Thi s whol e program sounds so vague and
epheneral and | think thisis an adm nistrative issue
t hat i npacts the regul atory agenci es and t he state, and
you know our mandate i s t o speak for nmedi cal |icensees,
in both agreenent and non-agreenment states.

So | think we shoul d maybe put the enphasi s
of your presentation onthe potential negative i npacts of
regul ati ng NARMby NRC or sone conbi nati on of NRCand t he
agreenent, plus or mnus non-agreenent states.

V\hi ch, you know, that’'s a big ness.
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t hi nk, you know, we’ re concer ned about i ncreasingthe
cost or availability of PET imaging for our patients. W
are concerned that, you know, we’ re taking a problem
where we don’t see, basically taking aset of radiation
medi ci ne procedur es where there’ s no percei ved probl emor
public health hazard, and all of a sudden i nposing a
regul atory burden on it.

You know, and we don’t see the rationale
very clearly. W are concerned that by NRCtaking on the
mandat e t o have to devel op the expertise to handl e a
whol e new set of medi cal applications that they don’t
have famliarity with, with an ever shrinki ng popul ati on
of licensees, that thisis goingtoincrease the cost
burdento all Iicensees that continueto be regul ated by
NRC.

So | think these are sone issues we're
concernedwith and arereflected in our transcript of the
Oct ober neeting.

MR. LIETG And | think, my feelingis just
pul I'ing that whole slideout. | think this slide about
state progransis a, it’'s quicksand. And so, thereis
ot her ways 1’d rather drown.

DR. WLLIAMSON: | just thinkit’stoofar
fromour community to worry about.

MR. LI ETG Maybe just not try to profess or
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maybe creat e nore confusi on than al ready exi sts, and sone
m srepresentations tothe Conm ssion. Definitely we
don’t want todothat. Sol think it m ght be because
this is so much in the early phases.

And | think, as M ke poi nted out earlier,
there’ s, which was before this, that there are pil ot
programnms goi ng on i n sone aspects that, you know, maybe
thethingtodois just nake sure that we just address
the PET issue and the issues about cost.

MR LOHAUS: What | was goingtooffer isin
the pil ot prograns specifically, isthat recogni ze t hat
the report that we provided to you, i s aworking group
report. That report was provi ded to t he Comm ssion. The
Comm ssi on has not endor sed or accept ed or approved any
particul ar option.

They have not endorsed the al I i ance option
in particular or approved the alliance option in
particul ar. But what they have done is provided
directiontothestaff, andin asense, tothe states, to
wor k t ogether on five pilot projects using a bl ended
appr oach.

Whi chis really usingthe existing program
but sort of pushing that alittle bit further in the
direction of the alliance. And based ontheresults of
that and the report is due to the Conm ssionin Novenber
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of “04. Then there will be further consideration of
whet her there should be any additional direction or
gui dance provided to the staff.

And | think, in this case, the states
relative to howthat, howthe programshoul d be managed
and going forward. So | think you re very correct in
terns of the, it’s maybe premature at this tinme giventhe
fact that the pilots are underway.

We're trying to devel op a better base of
i nformation so all of us can better understand and t he
Comm ssi on can get a better base of i nformationto nmake
sone of these decisions. Andit maybe prematuretotry
and force some --

CHAI RMAN CERQUEI RA: Premature to have
answers, but at the sane tine, these are i ssues t hat need
to be addressed. And | would be rather in favor of
bringingit upnow, whileit’sinadraft form rather
than waitinguntil it beconmes nore solidified. Charlie?

DR. MLLER: Let ne seeif |I can help you.
Maybe 1’ Il make it worse, but 1’1l try not to. OnJeff's
concern, | neanif the comm ttee has got concerns about,
speci fic to NARMregul ation, and t he NRCregul ati ng NARM
on t he one hand you can say, well, sinceit's just the
| egislative proposal at this point in time, the
Conmmi ssi on has no aut hority yet, so what can you gai n by
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addressi ng the Conmm ssi on.

But on t he ot her hand, if you feel strong
enough about that, as a Comm ttee, about concerns about
t he NRC doi ng t hat, you have two choices, as | seeit, to
go forward.

You can | et t he Conm ssi on know what your
concerns are, so as the Comm ssion addresses with
Congress comments on proposed | egi slation, they can
factor that in. O, each of you, by other neans, can
| obby the Congress with regard to your concerns.

But as a conmittee, | would thinkthe best
you coul d do nowis to say tothe Comm ssion, here are
our concerns about the NRC doing this. And as the

| egi sl ative proposal goes forward, the NRC does

periodically get the opportunity to comment on those.

And t he Conm ssion, inits wisdom could
decide if they wanted to do that or not.

CHAI RMAN CERQUEI RA: | think it woul d be
inportant to bring it up. |Is that, is that the --

MS. MCBURNEY: Yes, | do.

CHAI RVAN CERQUEI RA: - - anybody opposed to
keeping it on the agenda?

MR. ESSIG Let nme just add one point,
t hough.

CHAI RMAN CERQUEI RA:  Sure.

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

191
MR ESSIG That we'll do alittle role

reversal. 1'mgoing to give you sone advice.

CHAI RMAN CERQUEI RA: Ckay.

MR. ESSI G COkay. The advice that | woul d
give you is that recognize that the Comm ssion has
al ready endorsed t he need to regul ate NARM specific
sour ces now, not, probably not even those that are used
in nost routine, run-of-the-m 11l diagnostic prograns.

And |' msure PET isn't even on the radar
screen of concern. Wat the concernwas that, as | think
| hopefully nentioned earlier today, when | was
describingit as the whol e source security issue that
we're dealing with now for Atom c Energy Act material.

The i npetus for the NRC proposing to the
VWi t e House t hat we j unp on t hi s bandwagon was t he i dea
t hat there nay be sone sources, either discreet naturally
occurring materials, |ike Radium226, that were used a
nunmber of years ago in nedical applications.

O sone di screet sour ces of
accel erat or- produced materi al s, although maybe not used
in nmedical applications, mght be used in other
applications |ike industrial radiography and so on.

My advice would be that you just sinply
recogni ze t hat t he Comm ssi on has sone concerns over t he
security of all sources, including accel erator-produced,
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and t hat was t he basi s for nenti oni ng, for endorsing t hat
proposal to Congress.

And t hen you can say, however, the baggage
that goeswith that, as far as we' re concerned, is that
NRC woul d be regul ati ng, as Jeff was saying, in the
st ates that opt not to becone agreenent states, that we
woul d then be the regulatory authority.

And t he baggage that goeswithit, is that
we, the NRCthen, woul d be regul ating things |ike PET.
But we didn't start off todothat. We started off to
| evel the playing field in ternms of security sources.

DR. WLLIAMSON: So | think to --

MR. ESSIG Sothat's aninportant point to
recogni ze so you don't --

CHAI RMVAN CERQUEI RA:  Ri ght. | think Ral ph

MR ESSIG -- because you're wei ghinginon
sonet hi ng t he Conm ssi on has al ready deci ded nore or | ess
to do for a different reason and just recogni ze that.
DR. WLLI AMSON: To naybe argue that for
t hese nedi cal sources, thereisn't reallythis security
risk. And bringthat point that we're goingto haveto
suf f er and maybe our patients will suffer and, you know,
it's going to cause, certainly alot of confusion and
chaos with noreally increnmental inprovenent insafety,
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public safety inthis sphere of unaut hori zed usage of
sources. Ckay.

CHAI RMAN CERQUEI RA: Excell ent. Ral ph,
you' ve got all this dowmn. W' re behind you, don't worry.

MR. LIETO  Verbatim

(Laughter.)

CHAI RMAN CERQUEI RA:  Yeah, | think they are
good points, yeah.

DR. VETTER: Have the agreenent states all
been notified of the existence of the progran?

MS. MCBURNEY: Oh, yes.

MR. LOHAUS: Yes.

DR. VETTER: Have t he non-agreenent states
who are applying to becone agreenent states, been
notified of the progrant

MR LOHAUS: Yes. And when yourefer tothe
program you're tal king about --

DR VETTER The National Materials Program

MR. LOHAUS: Yes. As a matter of fact, one
of the things that we'vetriedtodois to have avery
open process. And at the CRCPD neeti ng we had a speci al

t opi ¢ sessi on, where each of the Chairs for each of the

five pilots presented informati on on what we're doing.

And we answer ed questi ons and t al ked about
sone of theissues that we're going to have to be dealing
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with., We weretryingto get everybody thinking about
this and feeding back into the process.

And | agree, Dr. Cerqueira, that earlier is
better thanlater. And we do seek and desire, and t he
Comm ssi on does desire and seek feedback. And that was
identifiedintheir SRM So, and | knowand appreci at e
the earlier comments that you all provided to us.

And t hose, we have those and t hey ar e bei ng
factored into our process as well. So, that's --

CHAI RMAN CERQUEI RA:  So, | think there's
agreenent. Now, Ral ph, what ot her i ssues do you have for
Paul ? |Is that it?

MR. LIETO Well, | think theissues about
t he costs, that was goi ng to be one of the other points,
was that, again, it came fromthe state versus, the state
issues inthat the current structureis that the cost of
the programfromNRCis a fee-based programthat, you
know, basically you have to assign fees to cover your
annual operating budget, okay.

And that, withthis shift inthe program
okay, thereis aconcernthat howis that programgoing
to be able to be maintained without significantly
i ncreasing the cost to NRC-regul ated | i censees, okay,
with that type of structure.

Inthat therereally needs to be a part of
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t he, or the fundi ng nechani smneeds to be a part of the
Congressional. A suggestion would be that if you're

going to go this way, you need to | ook at, rel ook,

re-evaluate in the way that you could do the funding.

MR. LOHAUS: That's a, yes, a very good
poi nt. Andthe key for the consi deration by Comr ssi on
inlooking at the Nati onal Materials Program because the
t hought isif youlook at this, about 75 percent of the
i censees are i n agreenent states, yet the bul k of the
infrastructure work is basically done by NRC.

And part of the concept in the National
Materials Program Andit'sreflectedinthe alliance
process is that there beashifting, if youwll, anore
equi tabl e shifting and shearing of theinfrastructure
work | oad by the states in state |licensees. And that part
of the concept.

But, again, thereis alongway to go before
t hat conmes out and t he questi on of fundi ng and howyou
handl e that infees andthings |likethat is avery key
i ssue here because of the --

DR. W LLI AMSON: You still face the issue
that you're going to take over a whole bunch of
non- agr eenent states' prograns, probably, inthis area.
And, you know, you have to devel op i n- house expertiseto
handl e TARs and accel erat or expertise and soon, andthis

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

196

is a concern of ours.

MS. MCBURNEY: You're just tryingto make a
NARM i ssue.

CHAI RMAN CERQUEI RA: The NARMi ssue. We
need t o keep goi ng, ot herw se -- any ot her questions for
Paul ?

DR. WLLIAMSON: | nean | think the idea of
appl e pie and not herhood and so on applying to the
exi sting domai n, you know, i s one thing, and maybe it
w |l help save sonme costs. Mybe there is a chance.

But | think, you know, the concern of the
comm ttee, as expressedinour | ast neeting, i s you are
now i nt roduci ng a new sour ce of di sequilibriumand funds
are going to flow in and out.

The states are all strapped for budgets,
maybe even nore than t he f ederal governnent, since they
can't deficit spend andto sort of expect the states to
take on part of thisinfrastructure | oad may not be very
realistic.

CHAI RVAN CERQUEI RA:  Excel I ent point. Ckay,
Ral ph, anything el se for Paul?

MR. LIETO.  Thank you, Paul.

MR. LOHAUS: OCkay, thank you very nuch.

CHAI RMAN CERQUEI RA: Thank you. e
appr eci ate you spendi ng your tinme. Al right, so, Ral ph,
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do you have any other points?

MR. LI ETO  No.

CHAI RVAN CERQUEI RA:  Rut h, do you want to go
next ?

MS. MCBURNEY: Mne is on the energing
t echnol ogi es and i ssues subconmttee. And basically |'m
going to be just tal ki ng about the process. Andthenif
we can reach consensus tonorrowon sone, and identify
some of the issues involved with the three initial
i censing gui dance i nput that we have asked to do, then
Il will bring that up at the briefing.

But, inorder todoslides, | couldonly do
what we have done so far, and that's identify the --

DR WLLI AMSON: W haven't done anyt hi ng so
far. | mean, |' msupposed to be on the subcommi ttee,
|"ve never gotten a call about a neeting.

MS. MCBURNEY: | sent out an e-nmil asking
for input early on. | didn't get any, and so we are
meeting at this meeting and that's part of tonorrow s
agenda.

DR. W LLI AMSON: Ckay.

CHAI RMVAN CERQUEI RA:  Right, right. And
there's goingtobequiteafewitens onthe agenda from
t he various i nterest groups tonorrow, that | think will
-- but unfortunately | thinkit's just goingto be, you
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know, anot her turf issuethat's goingto cone up, and|l'm
not sure how nmuch --

MS. MCBURNEY: On the training experience
i ssue.

CHAI RMAN CERQUEI RA: Right. Right.

DR. NAG One questiononthat. Isthere,
| mean |'ve heard runors, a nove to get interstitial
brachyt herapy out of 1,000 and into the regular
brachyt herapy? Andif so, what nmechani sn? That's one.
Nunber two, what i s the mechani smwhenit's sonethi ng new
com ng up, it cones under 1,000, but once it becones an
accepted practice, after two or three or four years, it
wi || have to go under one of the other therapies, what
mechani sm for that?

CHAI RVAN CERQUEI RA: That's sort of an NRC
staff question. | don't, do we have a precedent that
sonet hi ng was approved under the 1,000 --

DR. NAG Well, the 1,000 just cane out. So
therewi |l be no precedent. But, | nean, you can never,
if somethingis enmerging, | nean, you know, sonet hi ng
enmerges then it beconmes a routine.

MR. ESSI G Well, | suppose you woul d
contenplate a rule making initiative at sonme point.
Either from outside --

DR. HOWE: | think you could | ook at the
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gamma kni fe and t he HDR and you' d see. | think you could
| ook at the ganma kni fe and t he HDR and see t hat t hose
were new technol ogi es back in the '90s.

They devel oped to t he poi nt where t here was
enough use and enough |icensees needing it, that it
becanme a part of the newPart 35. You're wonginthat
t here maybe sonme ener gi ng t echnol ogi es t hat never are
| arge enough to require rule making.

Ther e may be sone very snmal |l things that are
ener gi ng t echnol ogy that may stay i n 1, 000 forever. Now
t her e may be ot her technol ogi es that real |l y take of f, and
it beconmes a point where they justify their own
particul ar rul es.

And t hen you woul d want to go t hrough t he
rul e maki ng process |i ke you did w th the gamma kni fe and
the HDR, to bring that guidance into a legitimte --

DR. NAG | mean in that, | nean, for
exanpl e, interstitial brachytherapy in 1,000, but if
you'reusingiridiumafterl| oading, that's the sane as
brachyt her apy.

And i f you are using a high dose rate for
i ntravascul ar HDR brachyt herapy. So at sone poi nt thi ngs
w ||l have to be noved. Then this is sonething that |
heard over the grapevi ne that once the i ntravascul ar
brachyt her apy has been noved i nt o brachyt herapy, this
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just alittle nore, thereis sonething about that. Does
anyone know?

DR. HOAE: At this point, for NRCit's a
rumor. We, it was indicated in the Statenments of
Consi deration as a 35. 1000 use. And sothat's whereit
is right nowwth its guidance up on the web site.

CHAlI RMAN CERQUEI RA:  So, do we want to bring
t hat up before t he Conm ssioners? |I'mnot sure we have
anyt hing --

DR. NAG If we don't have anything, |
woul dn' t - -

CHAI RMAN CERQUEI RA: (Okay, so we agr ee not
todothat. Wat el se, so basically, and what potenti al
could energe tomorrow fromthe di scussions?

M5. MCBURNEY: |f we get sone consensus on
traini ng experience, for exanple, for each of those three
items. |'ve got anoutlineof what I'd|like to go over.

DR. W LLI AMSON: Coul d 1 ask a questi on of
clarification?

CHAI RMAN CERQUEI RA:  Yes.

DR. WLLIAVMSON: | thinkit would be, many
of the proposed reconmendati ons make reference tothe
vendors' product insert and instructions for dosinetry
and so on. Coul d that be nade avail abl e t o us t onorrow
so we can have that to refer to you?
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Coul d we get copies of then? Because |
think it is going to be very difficult to conduct a
t echni cal conversati on about these things wi t hout that
material. W once hadit, I think about two years ago,
two or three years ago.

| renenber seeing the TheraSphere product
insert duplicated. But since the, you know, your
proposal nakes referencetothat, we're goingto have a
tough time if we don't have a copy.

DR. NAG We've never seena Sirtex insert.
We had seen, there was a small presentation from
Ther aSphere from fromMDS Norton, but we've never had a
presentation from Sirtex.

Which is simlar in sonme ways, but
dissimlar in many other ways.

DR. W LLI AMSON: So, we need those
mat eri al s.

MR. ESSIG 1'd have to ask ny staff here.
Do we know if we have those?

DR. HONE: W have sone of those materi al s.
Are you tal ki ng about everything in 1000 or --

DR. W LLI AMSON: No, no, just the products
that are going to be discussed tonorrow.

DR. NAG The iodine for leocite. The
Sirtex.
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DR. HOAE: Because tonorrow, at one point or
anot her, we're tal king about all the things in 1000.

DR. W LLIAMSON: Well, | think the use, |
guess, if you'reinvolvedinorchestratingthe di scussion
and you knowt he proposal s neke ref erence to, you know,

t hose vendor supplied materials, 1'd say use sone
j udgment i n, you know, duplicating what you t hi nk woul d
be necessary for us to be able to have an -- because
ot herwi se we' re going to be aski ng, well, you say you
recomend what t he vendor says to do, and then you' ||
have to be telling us all about what the vendor said.

MR. ESSIG | nean, if we have sonme vendor
supplied material, we'd be happy to shareit with you.
It's just --

DR WLLI AVSON: Wl |, you nust, because you
based your proposed -- | read t hrough t he slides and t hey
make references to it that you would endorse certain -

DR. HOAE: In nost cases we talk about
vendor trai ni ng because we bel i eve t he vendor is the best
persontotrain peopl e onthe newdevice. They knowt he
ins and outs, they want the product toroll out while
t hey have the know edge base.

But | don't think we tal k about foll ow ng
ot her package i nserts, because we're not tiedto package
inserts. Al though we do for, the question cane up on how
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do you determne if you' ve got the material intothe, you
know, you have source material |left over, you have
material |eft over at the end and t he vendors have cone
up with some radi ation detection devices that they
measur e certain di stance around t he four sides of the
delivery system and we allow that to be used.

DR WLLI AMSON: Here's where your proposed
gui dance, on Page 2 of 7, for Y-90 m crospheres
prescri bed dose neans the total dose docunented inthe
witten directive.

And sonewhere i n here you nade reference to
how it was specified by the --

DR. NAG | think the first thing that we
are asking is that some of us may have sone i dea what
Sirtex is, what TheraSphere is. And ot hers may have
absolutely no idea.

Now we cannot gi ve you any know edgeabl e
gui dance i f we have noideawhat it is. Soif you have
any i nformati on on what that product i s, and | nean, |
know al | of these, sonething, they do have a brochure
t hat they have sent out. | have it at home. Just, |
mean, give us those handouts.

MS. SCHWARZ: These are the ones that |
mentioned here in your slides.

DR. HONE: Al ot of theinformation we have
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is fromdirect conmunications wi th the manuf acturers on
how t heir product works, etcetera. And so we don't

DR. NAG They didn't give you those
handouts? Nornmally, | think, | get, we are consumers so
they send it to us. W have it.

DR. HOAE: W don't necessarily have all the
| abel ing that goeswithit. Insome cases we have t he
| abel i ng t hat was submtted with t he premarket approval
applications, that have since been updated.

| mean we try to stay current with what
they' re doing by tal king to the manufacturers, but |
don't believe we've tied anybody tothe package insert.
Wetieittothewittendirective, but that's, that's
not the sane as a package insert. That'sthe NRCwitten
directive.

DR. W LLI AMSON: Oh, | wunderstand the
di fference.

DR. HOWE: Yeah.

DR. NAG They didn't give you a three or
four page t hi ng about what, you know, and what t he, and
how it is --

DR. HONE: We have sone docunmentati on on
that, but we don't necessarily have t he nost recent stuff
t hat the manufacturer has.

DR. NAG It doesn't have to be nost recent.
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It has to be sonet hing that says what it i s and how, what
are the safety problens and how the nmanufacturer
addressed the safety problem | knowthey do have t hat
in their handout.

CHAI RVAN CERQUEI RA:  So you woul d |'i ke t hat
mat eri al tonorrow?

DR. NAG If you have it.

CHAI RMAN CERQUEI RA: I f you can find it.

DR. HOWE: We'll try.

CHAI RVAN CERQUEI RA: | f you can get copi es,
t hat woul d be fine. If youcan't, | think we can go on.
| f the manuf acturers were here, they probably woul d have
it.

MS. MCBURNEY: For our initial charge for
t he subcommitteeisjust limtedtothe BB, they Y-90
m crospheres and the diaSite. And part of what | woul d
like to get input fromthe subcommttee on is the
traini ng experience.

What sort of physician training? Hownuch
vendor training? If there's to be a team approach,

what' s the teamto be conprised of ? Presence and duti es

of the team nenbers, and the witten directive content|.

DR. NAG And what tinme, what tinme do we
have for the subcormittee to neet? Are we goi ngto neet
separately or --

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

206
MS. MCBURNEY: It's at the end of tonorrow.

It's like from3:00 --

DR WLLI AVBON: | think anot her issue we'l|
have totake onwith all these specialized devicesisto
what extent is NRC going to step in and, you know,
basi cal ly, i npose upon users the requirenment to foll ow
exactly the product insert or the, you know, and so
forth.

For exanpl e, inintervascul ar brachyt her apy
they limtedthe indications that are all owed under NRC
| i censing guidance to in-stent restenosis.

DR. HOAE: That was originally. W're now
a much broader authorization. It's for intravascul ar
brachyt herapy use.

DR DI AMOND: But we had a gui dance docunent
i ssued, oh, it's been over ayear now, that clarifiedthe
i ssue that no longer would it be construed that an
of f-1 abel use of one of these devi ces woul d be consi der ed
a m sadm ni stration.

So, for exanple, at our institution, we
routinely will go and use vascul ar brachyt herapy for
in-stent restenosisinthe peripheral arterial system
We' ve done saphenous vein grafts.

VW' ve done brachycephalic arteries, arterial
venous fi stul as, the whol e works, follow ng that gui dance
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rel eased over a year ago.

CHAl RVAN CERQUEI RA:  Yeah, that's good. But
thisis goingto beontonorrow s agenda. And you know,
it'stentosix, wereally kind of needto wap upthe
Conmmi ssioner's Briefing and not go over all of these
poi nts tonorrow.

So that woul d take, right. And then, you
know, we can see what, sone of your things, andthenit
sounds | i ke the SNMi s going to be here and so there's
going to be quite a bit of a --

MS. MCBURNEY: And ASTRO and sone of the
ot hers.

DR. W LLI AMSON: Perhaps, it will not be
possi bl e for you to nake a good outline of slides until
after tomorrow. You know, it's very specul ative what the
maj or i ssues would be.

CHAI RVAN CERQUEI RA:  And | think you have to
be aware that, you know, we want to get themto the
Conm ssi oners, but at the sane tinme sone of these i ssues
are only going to be di scussed t oday and t onorr ow and,
okay.

And, Dick, do you want to go over the T and
E recommendati on.

DR. VETTER Sure. T and E. The purpose of
this was sinply to bring the Conm ssi on up-to-date onthe
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ACMU T and Erecommendations. The first thing | want to
do is express to them our appreciation for the
opportunity to address T and E i ssues t hrough an ACMJI
subconm ttee nmechani sm

The, Slide 2, Page 2, shows that we still
do, we have t he ol d net hod for becom ng an aut hori zed

RSO, AMP, nucl ear pharnmaci st or authorized user. It's

t hrough the old Subpart J, but this is very tenporary.

You know, this was not very prescriptive.
Certification by Boards on a list or neeting sone
specific training requirenments. The revised 10 CFR
35.50, was very prescriptive requiring Boards to
incorporate intotheir qualifications very prescriptive
training requirenments.

ACMUI had a problemwi th this because it
creat ed sone uni nt ended consequences. There was only one
Board, out of the many Boards in the country, that net
t hese requirenents.

None of the others net the requirenents
which resulted in anincreased burden on NRCstaff to
| ook at the al ternate pathway qualifications for everyone
who wanted to become any one of these authorized
i ndi vi dual s.

W felt it marginalized Board certification
and it underm ned and affected industry standard.
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Consequently, the ACMJl calledthis tothe Comm ssion's
attentionin February of ' 02, appoi nted a subcomm ttee
t hat sanme nont h who' s charge was t o devel op a proposal
establ i shing Board certification as the default pathway.

DR. W LLI AMSON: But they know all this.
So, do we want to spend all this time going over the
hi story? Because they're the ones who have t hrown t he
ball back in our courts now.

DR VETTER Well, that's what the, you, |et
me finish and you cantell nme. So far, hownmuch tinme
have | used? Ckay, ACMJ subcomm ttee then held a public
meeting, they held two public neetings.

Made recommendati ons to NRC i n August of
| ast year. Options made for October 30th. The
Comm ssi on made t heir deci sion on February 12th. The
Comm ssi on deci ded t o accept t he recommendati on of the
ACMUI to allow Boards to certify these authorized
i ndi vidual s rat her broadly, rather than requiring Boards
toincorporate various prescriptive requirenments for
recogni zed i ndi vi dual s.

However, the Comm ssiondidre-institute,
agai nst the ACMU 's recomendation, the preceptor
certification. The inpact of that decision is that
def aul t pat hway t hr ough prof essi onal Boards has been
re-established as was currently present inthe tenporary
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Subpart J.

And this will now allow many Boards to
certify individuals whow ||l nmeet the requirenents for
the various responsibilitiesin Part 35. However, it
does not, it does create the problem relative to
preceptor requirenents.

What |1'd like to say about that is, ACMIJ is
very happy to work with the NRC staff to resol ve
sati sfactory inplenentationof it. Andthat's the end of
the story. \Wat did| | eave out, that youthink I shoul d
be --

DR. WLLI AMSON: Well, I think, you know,
the residual issues that are of inportanceis if the
preceptor requirenent isleft inas aBoard qualification
criteria --

DR. VETTER: |I'm not going to say that.

DR WLLI AVMSON:  Yeah, but that's a probl em
None of the Boards wi |l probably conply with that because
they don't require the people who sign off on the
di pl omat es t 0 be aut hori zed users or aut hori zed nedi cal
physi cists on |icenses and so on.

That's alittle different kind of world.
And so | think to comment that that's one probl emwe have
to resol ve. You know, a second probl emt hat was rai sed
isthe CG3, the 190, no, the 100, 200 and 300 cat egori es
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still mention hours of conbi ned di dacti c and practi cal
experience with, you know, sort of an outline of what
that's supposed to consi st of.

And t hen we have to determ ne, you know,
whet her t he ABR di agnosti c radi ol ogy and t he vari ous
nucl ear medi ci ne Boards satisfy that requirenent.

So it m ght be necessary to fine tune these.
Maybe we don't want to say that tothem | don't know
what's wi se and prudent to say tothem But that's the
i ssue. That's what really has to be done. |Is we haveto
really --

CHAI RVAN CERQUEI RA: Let's go back and try
to deal with each one of those. Because, you know, the
thing with the preceptor statenent, we had put inpretty
strong recommendations to take that out, but it cane back
as in there.

And t he reason we had put thisin, inthe
begi nni ng, Jeff, was, you know, this whol e, we wanted to
put sone biteinto that preceptor statenent sothat the
NRC didn't have to assune the responsibility.

And that's why we put it inoriginally. And
| think the NRC, at this point, isquitewillingtolet
t he Board, you know, it's not a conpetency, it's mastery
of the body of know edge for clinical, whichis what we
tried to make.
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You know, the ABRtriedto nmake and | think
Roger's comm ttee, to sonme extent, was going in that
direction. But it seens | i ke what Roger presented today
was, you know, a shifting of what this consists of.

DR. WLLIAMSON: He's now in the room

CHAI RVAN CERQUEI RA: Wl |, 1" mnot goingto
say anything nasty.

DR. WLLI AMSON: The CRM says preceptor
requi renent has to be there, okay. And the only way to
elimnatethat as arequirenent istonmake apitchtothe
Comm ssion to change their SRM

Now, | don't knowif that's wi se or prudent
to go after that becauseit was athreeto two vote. |
t hi nk maybe to point out that it's a probl emand t hat,
you know, we' || acconmmodate it, you know, probably by
rewriting the logic of the rule.

One, you know, there are some other
solutions that | think woul d keep Board certification as
an inportant conponent.

CHAI RVAN CERQUEI RA: And it wasn't clear to
me by howwe were goingto dothat as aresult of today's
di scussi on. There was this menti on nade t hat we coul d
defineit as, you know, this conpetency was nastery of a
body of know edge that can be --

DR. WLLIAMSON: That's a different i ssue,
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actually. That's a different issue, yes.

DR. NAG That's a different issue. The
word conpetency versus having nmastery --

CHAI RVAN CERQUEI RA: But isn't that inthe
preceptor statenment?

DR. WLLIAVSON: No. That's not in, that's
i n the purpose of the exam W specifiedthat one of the
requi red conponents of arecogni zed Board certification
processisthat it has an examthat tests t he conpet ency
of the x, y, z to, you know, do a, b, c.

So, you know, it was recomended t hat we
have to change that, and it sounds |i ke that can be done
wi t hout runni ng af oul of the Conmi ssion's SRM But this
i ssue of the preceptor is sort of a hard constraint as
far as the staff is concerned.

You know, they can't change t hat and nake

t hat go away. The only peopl e t hat can make t hat go away

are the Comm ssioners. So, you know, | think that a -

CHAI RMAN CERQUEI RA:  So what do we tell
then? We already told themthe first tine.

DR. WLLIAVSON: Well, | think wetell them
t hat, you know, this coul d potentially pose a problem
but that we'll | ook at takingit out of the requirenments
for Board certificationprocess and stickingit inas an
additional requirenment at the end, along with the
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modal i ty-specific training.

That woul d be alogic solution. Sothen --

DR. DI AMOND: So, Jeff, when t hey ask why,
how do you respond?

DR. VETTER: | would recomend we not
pr opose any speci fic mechani smfor taking care of that at
t he Conm ssi oner | evel. That we sinply say we are happy
towrk wwththe staff to accormodate that. And | eave it
w de open.

CHAI RVAN CERQUEI RA: G ventheir short tine
i ne of July 1st, of gettingit back to the Comm ssi oners
and, you know, that puts a certain anount of notivation
to get it done.

DR WLLIAVSON: Well, yousee, | thinkit's
an issue of strategy. If wefelt that this woul d destroy
t he proposal . COkay, to have t he preceptor requirenent
woul d nean that no Boards could qualify as being
recogni zed by NRC.

V' d be back where we started, woul dn't we?
But, | think maybe there are some possibilities.

MS. MCBURNEY: Are nost, are nost Program
Directors not authorized users?

DR. EGA.l: Most ProgramDbDirectors are not
aut hori zed users.

CHAI RVAN CERQUEI RA: Right. Certainly
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that's true in cardiol ogy.

DR. EGGLI: For diagnostic radiology
resi dence use, nost ProgramDi rectors are not aut hori zed
users. For diagnostic radi ol ogy residency it woul d be
rare for the Program Director to be an authorized user|.

For a nucl ear nedi ci ne resi dency, it would
be very likely that the Program Director was an
aut hori zed user.

DR. NAG In therapy they could be or --

DR. EGGELI: O could not be, yeah.

CHAI RMAN CERQUEI RA: Ri ght. So what do we
want Richard to say to thenf

DR. W LLI AMSON: Well, that's why |I'm
bringing the i ssue because what we say to themreally
depends on our perception of howwe can acconmodat e t hi s
requi rement wi thout destroyingtheintegrity of Board
certification.'

That's why |I'm bringing it to your
attention.

CHAI RMAN CERQUEI RA:  So how do we do t hat,
Tont?

DR. NAG | think we can --

CHAI RVAN CERQUEI RA: No, let's get fromTom
Tom how do we do that? Based on your, you know,
intimte contact with the --
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DR. W LLI AMSON: Okay, | think that Rich,

t hat Di ck shoul d have a phone conference, atel ephone
conversation w th Roger or whoever and det er m ne whet her
it's feasible to, you know --

CHAI RMAN CERQUEI RA: Roger is right here.

DR. WLLIAMSON: -- yeah, to stick this
outside of the Board qualification section.

CHAI RMAN CERQUEI RA: Roger, why don't you
come forward while we have you here.

DR. BROSEUS: Well, be nice to ne.

DR. W LLI AMSON: You know, anythingthat's
really, really, yeah.

DR. BROSEUS: -- a coupl e of weeks ago, she

sai d be prepared to duck. And | didn't understand what

he nmeant.
DR. VETTER: At |east he didn't say "die".
CHAI RVAN CERQUEI RA:  So what strategy do we
take? | nmean, with the issue of, you know, the

preceptor?
DR. BROSEUS: Let ne tell you where the
wor king groupisright now First of all, tointerpret in
t he suppl ement ary i nfornmati on, t he meani ng of conpet ency
as being training and not being clinical conpetency.
Okay, that's nunmber one. Now nunber two,
the way we read things, in the SRMand so on, is the
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Comm ssi on sai d don't change t he preceptor statenent and
certification by an authorized user is basically a
requi renment as we read this.

So, what are the alternatives? That's what
| hear being di scussed. One alternative m ght be, you
know, once this rule goes out, it isn't decided. It's at
the proposed rule stage, and so there are other
alternatives during the proposed rul e stage, for comrent s
to cone in, you know.

And i f the staff sees good argunents. |'m
speaki ng nowfor nysel f as t he wor ki ng t eamnenber, not
havi ng had t hi s good bef or e managenent, but | thi nk t hat
this is a fairly valid statenent.

I f we see good reasoni ng com ng i n, maybe
even as aresult of our discussions with Di ck and so on
and you, you know, we may put that intothe suppl enentary
information or the di scussions of where we are with
getting to the proposed rule. So I think there are
several ways to skin the cat.

DR. DI AMOND: Li ke what?

DR. BROSEUS: Like what | just said, and |
guess | wasn't clear. And that being that --

DR. W LLI AMSON: What's suppl enentary
i nformation?

DR. BROSEUS: Wl |, we'll have, there w ||
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be, there will be, I'Il call preanble, front matter
before the proposed rule |anguage, which is the
di scussion of how, the rationale for the what the
proposed is.

And if we get additional information at this
point, | think it mght be possible to say at the
proposed rul e st age t hat ACMJl or ot hers have said, you
know, a ProgrambDbDirector m ght be the nore appropriate
person to do this certification.

And so offer that as an alternative. Ofer
it for public coment, and possi bly go to t he Conm ssion
withthat. That's nmy understandi ng of the rul e maki ng
process.

DR. NAG \Why can't we do that now? Wy
can't we go to t he Conm ssi on now and say, you know, t he
di scussion here has led to the suggestion that the
ProgramDirector is the nost appropriate person? | nean
we have already nade those coments.

DR. BROSEUS: | woul d expect that thereis
certainly an alternative, but things nove slowy. You
al so have new Comm ssioners, so the makeup of the
Conmmi ssion isn't the sane.

MR. LIETO Can | make just a coupl e of
points. And this alsorefers to one of Dick's slides
al so. Preceptors don't certify, okay. And | thought we
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ki nd of had that, nade that point. So, | nean, again, |
don't knowif it's anoldterm nol ogy t hat ki nd of has
come back or whatever, because this was like in the
proposed conment s where, that thisissue, this specific
i ssue canme up.

Preceptors don't certify, okay. | mean they
never can and they never will. So, again, it my be
semantics, but it getstothis whol eissue al so about the
conpetency issue too, okay.

That, | think that, and | would like to
agai n make t he recommendati on, that conpetency gointo
likeadefinitionto Part 35, okay. | knowthat they're
t al ki ng about putting it inthe preceptor statenent,
okay.

The precept or statenents can change fromone
adm nistrationtothenext. And|l thinkthat it really
needs togointhe definition of therule, as to what
they are testing the conpetency of.

Ckay, whichis theissuethat you' ve al ready
cover ed.

CHAI RVAN CERQUEI RA:  I"mtotal | y confused on
this now. | thought | understood it, you know.

DR. BROSEUS: |'ve heard two different
i ssues. One i s what does conpet ency nmean, and t he ot her
oneis, does it have to be signed by an aut hori zed user
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or can it be a Program Director?

DR. W LLI AMSON: Those are the two i ssues,
but i s there enough wi ggl e roomi n what t he Conm ssi on
saidintheir SRMt hat conpetency can be redefi ned as
mastery of know edge and body of skill?

DR. BROSEUS: Not anynore.

CHAI RMAN CERQUEI RA: See, it was ny
under st andi ng t hat t he conpetency thing was strictly in
t he preceptor statement. NowJeff is telling nme that
that's been put back into the Board. And I, you know,
and again, this thing is hard to read.

You know, first off, the pages are fli pped
and everyt hing el se, but, you know, if |I' mconfused, and
|"'mthe Chairman, and |, you know.

DR. BROSEUS: | don't bl ane you for being
confused, there's a lot --

CHAI RVAN CERQUEI RA: Wl |, no, no, no, no,
no. But thingis, |I thought we were on track. | nmean
t hose of us who have beeninvolvedinthe process, there
was a certainlogic andflowto things. And | thought
t hat was i ncluded in Di ck's proposal. But nowit's just
kind of cone out all --

DR. BROSEUS: We have identifiedreally a
thirdissue. Andthat isthat -- sorry, I'mnot cl ose
enough to the mc, thank you. As | understandit, that
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ACMUI's i ntent was not to have a preceptor statenent as
part of the qualifications, thecriteriafor recognizing
a Board certification process.

CHAI RVAN CERQUEI RA: | t hought that was in
the revision of Part 35, and did we take it out
conpletely fromyour, the original?

DR. W LLI AMSON: No, no. We put it backin
as a Program Director's testanent.

CHAI RVAN CERQUEI RA: Right, andthenit was
sent back to us as, you know, as youneed it tocertify
conpet ency.

DR. W LLIAMSON: That's correct.

CHAI RVAN CERQUEI RA: But that was in the
preceptor statement.

DR. W LLI AMSON: Yeah, well, | think that
t here were, you know, nultipleissues here. |f youl ook
at, for exanpl e, the physicist one here. I"'mtryingto
find it, on what page it is.

DR. EGAl: Well, should | read Comm ssioner
Meserve's coment in that regard?

DR. WLLIAVEON: Well, let nejust findthe
secti on here under aut hori zed nedi cal physicist. Ckay,
it says --

CHAI RMAN CERQUEI RA:  See, but this applies
to the health, you know, to t he nedi cal physicist, tothe
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aut hori zed user.

DR. W LLI AMSON: Her e. Passes an
exam nati on adm ni stered by di pl omates of the specialty
Boar d whi ch assess know edge and conpet ency i n clinical
radi ati on oncol ogy.

And so this was the concernthat thisis not
what t he ABR and ot her organi zations bill their exans as
about. So, you know, | think athirdissue, if you want
tocall it that, istostrike the conpetency word out of
t he section descri bi ng the Board exam nati on, because
otherwise it's making the Board squeam sh about --

DR. BROSEUS: Isthat inthe, | don't have

the stuff --

DR. WLLIAMSON: Thisisinyour draft rule
text, andit was inour draft ruletext aswell. Sothis
is acorrection. 1 would have thought maybe this is

relatively mnor since, you know, perhaps t he Comm ssi on
didn't pick on this particular point.

DR. BROSEUS: Well, innmyreading, if it's
in what the exam does, that's certainly within the

purview of ACMJl to change its m nd.

DR. WLLI AMSON: Okay, so we can fix that.

CHAI RMAN CERQUEI RA:  So we can recommend
t hat i nstead of conpetency, as docunented by being a
di pl omat e or passing the Board, that that be changedto

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

223

represent mastery of a body of know edge sufficient to,
you know, inaclinical setting, whichis what | think
Dr. Hendee had sai d.

So is everybody in agreenent with that?

DR. W LLI AMSON: I think so.

CHAI RMAN CERQUEI RA: And that's, again,
that's passing the Board. Now, just in ternms of the
Boar ds al one, what are we doi ng about hours? Didthe
Comm ssi oners, were they willing to take that out?

Because | thought, | thought your proposal
t hat went through, certainly for the user, had hours. It
does.

DR. VETTER: That is not our proposal.
That's --

DR. EGGLI: No, but is the final revision.

CHAI RVAN CERQUEI RA:  You know, | mean, so --

M5. SCHWARZ: | n the book thereis a section
wher e t he actual original that you conpiled. Inthe book
that we receivedthereisthelistingas Dick wote it.
But this is different.

DR BROSEUS: Well, first of all, ny reading
of that recommendati on were for a certain pat hways to
reference what was in the oral --

DR. W LLI AMSON: And we did that, that's
correct.
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DR. BROSEUS: And that included hours.

DR. WLLIAMSON: That's right. It did.

CHAI RMVAN CERQUEI RA: But the hours were
included as part of the alternative pathway.

DR. WLLI AMSON: No, that's not correct,
Manny. No, no, no, no. For 100, 200 and 300 we | eft in,
| think, 700 hours or whatever. Sonme nunmber of hours.
And we said, we didn't specify the breakdown bet ween
di dactic and practical, but we saidit hadto be didactic
pl us practical and enunerated the vari ous things it nust
include and this was just lifted out of Subpart J.

DR. BROSEUS: Now | et nme add sonething to
t hat . My understandi ng of what training prograns
sonebody has to go t hrough, bei ng at 700 hours i s duck
soup.

DR. W LLI AMSON: Yeah.

DR BROSEUS: And soto ne, sinceit doesn't
specify it has to 40 hours, 60 hours there, and so on,
it's not a big deal.

DR. W LLI AMSON: So, anyway, | think that
thi s requires sone di scussionwth the ABRto find out,
you know, if this is reasonable. But | would have
t hought --

CHAI RMAN CERQUEI RA:  Wel |, but the ABRIi s
not the only Board. We have, you know, for the
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physi ci sts we have Boards, for the physicians and for the
heal t h physi ci sts.

DR WLLIAVBON. Well, thisonly appliesto
100, 200, 300, for the physics Boards, for the Radi ati on
Safety Officer and for the authorized user of seal ed
sources, we elimnated the hours all together. That is
true.

MEMBER BROSEUS: | woul d recomrend that this
particul ar i ssue be kind of tabledalittle bit and be
di scussed agai n when we' re | ooki ng at fine-tuningthe
wor ds when we have our discussion |ater on.

CHAI RVAN CERQUEI RA: But if thisis due July
1st, we don't have that nmuch tinme. And if we have to
meet with the comm ssi oners next week, we have to nake
sone deci si on on what we feel the inportant points are
going to be so that Dick can make his slides.

M ke has been waiting.

MR. MARKLEY: | think I have an approach
t hat you m ght want to consider. There at the draft rule
stage, if you have conti nui ng concerns, it woul d be very
easy to item ze what those are.

And | think a good point that you coul d
deliver to the Conm ssi on woul d be, "We woul d |i ke t he
staff toexplicitly solicit public comrents on these
i ssues during the coment period."” You could provide
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themin the Federal Register notice and ask for that ki nd
of feedback.

CHAI RMAN CERQUEI RA: But, see, part of the
reason to nove this forward was t hat we i npl enent ed a
rul e whi ch becones in all the agreenent states i n Cct ober
2005. Wethenput inthis ability for peopleto neet the
criteriaby boththe newrule as well as the old part 35.

And so in order to avoidin Cctober of 2005
potential problems, we wanted to get this revision of
trai ning and experience rul emaki ng doneintinmeto be
i npl enent ed.

In order to do that, we had to keep it on
track. Andif we wait for public conments and everyt hi ng
el se, we'renot goingto be ableto dothat. That may be
the only opti on we have, but if that's the case, we have
to agree on that.

What | wouldliketotrytodois salvageit
insome way possibleif we can work wi th Roger and hi s
grouptowrdsmth the | anguage so t hat everybody isin
agreenent, but then we al so need t o make a presentati on
tothe conm ssionerstotrytoget their buyin as nuch
as possible. And that's on the 28th.

So those aretheissues as | seeit. Now,

if we can address those, then | think we can be done.

MEMBER BRCSEUS: Just | et ne add t hat during
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t he board presentations this norning, our di scussions, |
don't think this issue com ng up was a concern.
VMEMBER W LLI AMSON: |t was poi nt nunber one
of Dr. Hendee's.
CHAI RVAN CERQUEI RA:  To t ake out the hours.
He was confused about it.
MEMBER W LLI AVBON: No. W were confused in
our answer. There are hours in some of our --
CHAI RMAN CERQUEI RA:  There are.

MEMBER W LLI AMSON: Yes. And we said there

weren't.

CHAI RMVAN CERQUEI RA:  Yes, there are.

MEMBER VETTER: As the al ternative pat hway
and for --

MEMBER W LLI AMSON: No, no. That's not
true.

CHAlI RVAN CERQUEI RA: But doesn't it say that

t he board has as its requirenents the hourly requirenents

MEMBER W LLI AMSON: It does. So read what

CHAl RVAN CERQUEI RA: Soit's still tiedinto

MEMBER BROSEUS: | think that Dr. Hendee,
t hough, expressed agreenent wi th the approach t hat we
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were taking in the end.

CHAI RVAN CERQUEI RA:  But he was t he only one
who nmade a presentation. He's one board. All right?
And | represent the physicians. W have t he physi ci sts.
Well, we don't have the physicists. We have the
radi ati on safety officer.

MEMBER BROSEUS: Wl |, we had all of them--

CHAI RMVAN CERQUEI RA:  Ri ght.

MEMBER NAG. Dr. Hendee made that on the
basis that no hours --

MEMBER W LLI AMSON: We were m st aken.

MEMBER BROSEUS: W cl arifiedin our neeting
t hi s norni ng, the neeting of the boards, that there were
sone sections in part 35 --

CHAI RVAN CERQUEI RA: You've told him
correctly. We mslead him Okay? But that's not an
i ssue. The issue was, what does this Commttee want to
do. You know, | think we had kept the hours in. Do we
want to just take them out and say that the --

MEMBER W LLI AMSON: Manny, could | just
rephrase your question a little bit?

CHAI RVAN CERQUEI RA:  Ckay.

MEMBER W LLI AMSON: W don't need to deci de
what to take out or keepinat this point. | thinkthe
key deci si on we have t o make i s what questions require
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comm ssi oner input.

Soif thisisasmll change that we could
make i n fine-tuning the rul el anguage t hat doesn't run
af oul of the main points of their SRM we can just doit
and we don't have to nake a bi g deal next week. But I
think the --

CHAI RMAN CERQUEI RA:  But t he probl emis we
are not sure if that is the case.

VMEMBER W LLI AMSON: No, we're not.

MEMBER BROSEUS: And |'m not either.

MEMBER W LLI AMSON: Yes. So | think we'd
better just mention it as an i ssue and not nake a big
deal about it.

MEMBER BROSEUS: At the sane tine, this
gi ves us an opportunity to put the right spin on it
bef ore t he conm ssi oners t hat eventual |y have to buy it
off. Soit is anopportunity for us. Andthat's why --

MR. ESSIG | wanted to come back t o what
you got fromthe O fice of the Secretary enphasizedin
two places where it says ACMJ shoul d provide sone
positive recommendati ons howthe Conmttee feels it can
assi st the NRC staff.

I n anot her place, it says, "How can the
ACMUI help the NRC?" | think if you raised this
particul ar i ssue, saying, you know, you respect the
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Commi ssion's decision, and soit's caused us to haveto
do sonme things. And here's howwe're goingto helpthe
staff make those things happen.

And so just present it in a way so the
Comm ssion clearly sees that you intend to make a
contribution to help the staff; in other words, to
provi de the advice that the Commttee i s supposed to
provi de.

CHAI RVAN CERQUEI RA:  But we shoul d gi ve t hem
sone i ndi cation of the direction we want it to go. |
mean, that's putting a spin on it.

MEMBER W LLI AMSON: | think one issueis
fairly clear that we can put aspinonit, andthat's |
t hi nk t hat we haveto say, | think, that it's still our
viewt hat the i ssue of whet her the personinthe board
certification process attesting to the candi date's
readi nesstosit for the examhas to be decoupl ed from
this concept of preceptor as an authorized user or
aut hori zed nedical physicist because that is not
practical given the way these programs are structured.

It will be back at square one if we can't
fixthis. Sowew Il work with-- the subconmttee will
continue working with the staff to figure out howto
preserve the integrity of the board certification
structure in this process and try to take this into
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account. That's the best we can say.

MEMBER BROSEUS: |s that coupling necessary
for anyt hi ng ot her t han aut hori zed users, |i ke AMPs or
ANPs ?

CHAI RVAN CERQUEI RA:  That' s howwe got into
this probleminthe first place, was because nost of the
medi cal physici st prograns, people didn't have to take
all therequirenents. | nean, they coul d dabbl e in one
area or another. And we wanted totry to make it nore
specific.

VEMBER W LLI AMSON:  The probl emi s that the
boards do not require that the individuals attestingto
t he candi dat es’ know edge base or what ever, conpl eti on of
the trai ni ng program whatever word is appropriate, need
not conply with this additional requirenent.

CHAI RMAN CERQUEI RA:  So this side of the
tabl e has been fairly quiet. | nean, Ral ph, howdo we
get out of this? Wat are we going to --

MEMBER W LLI AMSON: | don't think we know
yet. | think we just --

MEMBER LI ETCO | have already done ny
swimmng with alead preserver here. Really, | think
that the way that Di ck was going with stating that we
need towork with staff to address the preceptor stage
and now maybe we al so need to sinply add t hat we need to
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work with staff to address about t he conpetency i ssue and
just --
CHAI RVAN CERQUEI RA: So that's easy.

Workingwith staff i s just one of these general things.

But we've got to give themso spin. GCkay? Go ahead.

MEMBER LI ETO. But | was goingto say | am
not too sure that youcantotally get rid of the hours
i ssue because for authorized users in the diagnostic
nodalities, especially, | believe, incardiology, that's
howa | ot of thembecone aut hori zed users. So we' ve got
to be a little careful there.

Wth just that sort of in the back of our
mnds, | amstill kind of sitting on the fence as to
whet her we really need to give thema spin. | don't
know. There's still anissue. W needto cone back to
it. It may be com ng back to you again. And we are all
in agreenent that we need to work on it, both staff

CHAI RMAN CERQUEI RA:  Aut hori zed users.

MR. ESSIG Well, Bob Ayres --

CHAI RMAN CERQUEI RA:  Leon?

MEMBER MALMUD: | nust say you lost ne a
Il ong ti me ago. Now, what issue are we tal ki ng about ?
Are we tal king about the certification for nedical
physicist or are we tal king about physicist plus
radi ol ogi st plus physician?
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MEMBER NAG Aut hori zed users.

MEMBER MALMUD: Now, why are we groupi ng
themall together? Wy is a physicist the sane as a
physi ci an t he sane as a radi ot herapi st the sane as a
nucl ear physician? They are different. So why are we
maki ng one set of rules for everybody?

MEMBER NAG. There are different sets of

rul es.
MEMBER MALMUD: | beg your pardon?
MEMBER NAG. Each of them has different
MEMBER MALMUD: | agree. | agree. All
right. [|'mjust asking a question.

Now, Dr. Hendee sai d he had four i ssues, and
he presented to us four i ssues. Those were his issues,
meani ng the Anerican Board of Radiol ogy's issues.

Is there anyone here at this table who
t hi nks that the Nucl ear Regul atory Comm ssionis goingto
deconm ssi on t he Areri can boards of nedi cal specialties?
Does anyone think they' re going to be that crazy and have
every congressman i n the United States goi ng downt he
throat of the NRC? Do you think that your board is going
to be decertifiedor ny board or your board? O course
not. That's not the intent of the NRC to do that.
They' re not suicidal.

VMEMBER W LLI AMSON: | woul dn't be so sure
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about that.

MEMBER MALMUD: Ch, | think, listen, we are
all rational beings. Andthese gentlenen who are a part
of the NRC are as smart as we are, if not smarter.
They're not going to do sonething |ike that. No one
wants to do anything |ike that.

So Dr. Hendee's questionreally touched on
sonet hi ng t hat we shoul d be addressing. He said, isthe
board certification adequate or nust there be an
alternatively specified nunber of hours of training?

Now, as far as | know, no one has chal | enged
the board certification. Isthe NRCchallenging existing
board certifications --

MEMBER W LLI AMSON:  Yes.

MEMBER MALMUD: -- or the ability of the
boards to certify?

MEMBER W LLI AMSON:  Yes.

MEMBER MALMUD:  You say yes. |'maskingthe
NRC subcomm ttee.

MEMBER BROSEUS: The NRC has set criteria by
whi ch the adequacy of certifications can be judged.

CHAI RMAN CERQUEI RA: On radi ation safety --

MEMBER BROSEUS: Yes, radiation safety.

CHAI RVAN CERQUEI RA:  -- al one, not cli nical
conpetency or all the other things, --
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MEMBER BROSEUS: Yes, radiation safety.

CHAI RMAN CERQUEI RA:  -- that's the NRC s
only concern, to make certain that if you're a
radi ol ogi st, nucl ear nedi ci ne physi ci an, cardi ol ogi st, or
medi cal physicist, you have pi cked up enough know edge t o
be able to practice in a safe manner. Whether it's
conpetent or not is not the issue.

MEMBER MALMUD: But t he nunber of hours t hat
t hey have required was 200 to 700. What was t he nunber
of hours? Does anybody renenber the nunber?

CHAI RVAN CERQUEI RA:  Trai ni ng and experi ence
was ei ther 700 or 1, 200 hour s dependi ng on whet her you
took it as a concurrent or whether it was si nul taneous
for the 500 hours |ots.

MEMBER MALMUD: But that's training and
experience. |t doesn't say training and experiencein
medi cal physics, does it?

CHAI RMAN CERQUEI RA: That was really upto
t he aut hori zed user, alternative pathway. | don't know
for the physicists.

VMEMBER MALMUD: W haven't gotten --

MEMBER VETTER Seven hundred hours. Seven
hundr ed hours total in categories of radi ati on physics
and i nstrunent ati on, radi ati on protection, mat hemati cs
for training, use, and neasurenent of radi oactivity,
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chem stry, radiation biology.

MEMBER MALMUD: The m ni mum| engt h of any
board is 3 years, whichis 6,000 hours. Two thousand
hours a year tinmes threeis 6,000. So 700 hours inthe
6, 000 revol ved --

MEMBER NAG No, no, no. They are sayingin
medi cal physics and this. The board has a problemin

certifying that we have gi ven you 500 or 700 hours of

this basic thing. It includes a |lot of other things.

MEMBER MALMUD: | think you said math in
there as well, did you not?

MEMBER W LLI AMSON: Leon, the case is that
the currently published training and experience
requi rements, basically all the boards were judged. The
only one t hat passed nuster was t he Aneri can Board of
Nucl ear Cardi ol ogy. Al the other boards, every single
one fell short and was rejected.

MEMBER MALMUD:  That' s because t he Aneri can
Boar d of Nucl ear Cardi ol ogy was desi gned specifically to
nmeet thecriteriathat they antici pated m ght be i nposed.

MEMBER W LLI AMSON:  Correct.

MEMBER MALMUD: That di d not decertify all
of the other boards. If it did, thentonmorrowthere wll
be no one practi ci ng any ki nd of radi ol ogy or radi ati on
physi cs.
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MEMBER W LLI AMSON: What do you nmean by

"decertify"?

MEMBER NAG No, no. There are two
different issues. One is your ability to practice
medi ci ne i n the subspeci alty of radi ati on oncol ogy. The
other is your ability to be an authori zed user by the
board certification pathway.

MEMBER W LLI AMSON:  Ckay.

MEMBER NAG Those are two di fferent things.

VEMBER MALMUD: No one i s chal | engi ng one' s

ability to practice, only to be the authorized user?

MEMBER W LLI AMSON: That's correct.
MEMBER NAG Aut hori zed user using the board
certification pathway.

MEMBER MALMUD: As a neans or an alternati ve

CHAI RMAN CERQUEI RA: O aradi ation safety
of ficer or medical physicist.

MEMBER W LLI AMSON: That's correct.

MEMBER MALMUD: Or an al t ernat e nunber of
hours in lieu of board certification,

MEMBER NAG. No. It might require all that
nunber of hours. That is why the board gave certified --

MEMBER BROSEUS: Wi | e we' re tal ki ng about
hours, ACMUI didn't witetheir draft for sone areas as
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requiring hours. It's only certain ones.
MEMBER W LLI AMSON: Yes, that's right.
MEMBER BROSEUS: So it's irrel evant when

we're tal king about RSOs. And | can't renmenber

everyt hi ng.

MEMBER MALMUD: What's irrelevant? |'m
sorry. | didn't hear you.

MEMBER BROSEUS: The hours issue is
irrelevant for RSOs and ot her categories. It's only

relevant, really, as | recall, for authorized users, user
categories. Ckay? Soit's not anissue except inthat
ar ea.

MEMBER MALMUD: So it only relates to the
ability to be an authorized user?

MEMBER BROSEUS: As | recall.

VEMBER MALMUD: It does not relate to
training --

MEMBER BROSEUS: Wl l, | caneinheretosit

CHAI RVAN CERQUEI RA: But it does because |
knowt he radi ochem sts are a group that we haven't tal ked
about. And they had |like a 700-hour requirenent.

MEMBER McBURNEY: Sally knows.

VMEMBER MALMUD: You nean they have a
training requirement in their own progranf
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CHAI RVAN CERQUEI RA:  Ri ght .

MEMBER VALMUD: Wel |, that's okay. No one
has i nposed it upon them They have decided to do it
t hemsel ves. So do | understand, therefore, that the
gquestionis just the nunber of hours requiredto be an
aut horized user? It has nothing to do with board
certification except that board certificationis the
means to becone an authorized user if you have the
requi site nunber of hours?

CHAI RMAN CERQUEI RA: Agai n, t he
certification group of cardiology applied, net the
criteria, and they had hours that were put in there.

MEMBER MALMUD: How nmany hours are put into
nucl ear cardi ol ogy requirenments?

CHAI RMVAN CERQUEI RA:  Seven hundr ed.

MEMBER MALMUD: Seven hundred? Over how
many years?

CHAlI RMAN CERQUEI RA:  Athree-year training

program
MEMBER MALMUD: Three.
MEMBER VETTER: | think we are diverging.
| woul d |iketo suggest -- and you can all send ne hate
mail if youdon't likethis. | would |like to suggest

that what | will tell the Conmission, | will try to keep
this in broad terns, but what I will report to the
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Conmmi ssion is that we are happy with their response
reestabl i shing professional boards as the default
pat hway. We will accept the fact that boards will be
listed on the Web site.

The preceptor attestation-- 1'l|l change
that word -- attestationis sonethingthat we originally
t hat we di d not recommend be i ncl uded i n t he process for
board certification, but wewll onthat i ssuewrk wth
NRC staff to resolve that issue.

And relativeto-- let's see. Relativeto
t he i ssue of preceptor, well, that'sall I'll say about
it because that invol ves a coupl e of i ssues. Oneis the
board si de, and the other is whether it's authorized user
or programdirector. | think we canwork with the staff
on that as well.

MEMBER NAG The ot her questi on, do you want
to say anyt hing about having a body of know edge?

MEMBER VETTER: No.

CHAI RVAN CERQUEI RA:  What was t he word you
used?

MEMBER VETTER: Attestation, preceptor
attestation.

CHAI RMAN CERQUEI RA:  Yes. | think, | ook,
we're not going to conme to any conclusions. To go
forward with the right recommendati ons and the ri ght
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spin, wewll havetowork wththe staff. And | think
that is a very good political conprom se.

" msure the comm ssioners nmay have sone
guestions that they want to bring up.

MEMBER McBURNEY: | think that we'll have
guesti ons.

MR. ESSI G One of the purposes of
subm tting the slides inadvance is because they revi ew
them they have their staffs reviewthem and it hel ps
prepare t he comm ssi oner for when they sit down at the
t abl e, then they have sone questions i n advance on their

presentation. Sothat's why we have tal ked about getting

MEMBER W LLI AMSON: So | think areally,
really --

CHAI RMAN CERQUEI RA:  No, no, no. Dick, go
ahead.

MEMBER VETTER: One nore question. A
comment was made about all of this history. Should |
pare that down?

CHAI RMAN CERQUEI RA:  Yes, yes. You know,
again, you'vegot liketenmnutes. Soif youdolikea
three or four-m nute presentati on at nost, which t hat
wi Il give enoughtine for questions for i ssues that they
feel are inportant.
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And, again, | think as a result of
tonorrow s di scussions, wew ||l knowalittle bit better
what to do with sone of these things, | guess, although
that is only going to deal with the one --

VEMBER MALMUD: |'"d give history as a
docunent but not actually present it because | thought it
was very lucid.

MEMBER VETTER: We coul d do t hat as backup
sl i des.

MEMBER MALMUD:  Yes.

MEMBER VETTER: Right. Okay.

CHAI RMAN CERQUEI RA: Excel | ent .

MEMBER W LLI AMBON: Al t hough t hey poked f un
of ny extensive backup slides once when | did that.

CHAI RVAN CERQUEI RA: W' ve cone around to
your way of thinking on this.

MEMBER W LLI AMSON: | think in general, a
very careful reviewof that SRMand t he resi dual issues,
just identifying them that we think are inportant and
poi nting out the i ssues and, as Dick said, we'll work
with the staff totry to resolve them And | think
mai nly that i s what they woul d | i ke to hear, probably our
response totheir SRM They have thrown t he ball in our
court now.

MEMBER VETTER: | think so.
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CHAI RMAN CERQUEI RA:  And we t al ked about it

during t he open neeting, but what | wouldliketodois
maybe Dick -- were you invol ved in the therapy witing or
was that David Di anond?

MEMBER W LLI AMSON: | wrote npost of the
t her apy ones.

CHAI RVAN CERQUEI RA: Al |l right. So maybe
the two of youand | couldtalk to Roger and sort of try
to-- becausew'restill all alittle confused. W need
to go back, | ook at the material, tal k to Roger and hi s
group to sort of give them sone advi ce.

And then we' re goi ng to have thi s neeting or
conference call of the subcomm ttee. Hopefully by that
time, alot of thesethings will be worked out because
t hat has to be an announced publ i c neeti ng, whi ch neans
it is going to be in two weeks, the soonest.

And t hen hopefully fromthat, we will be
abl e to get a recomendati on or an agreenent with staff
and t he subcomm tt ee whi ch we can t hen send out to the
full ACMJ Committee with the hope and i ntenti on of
trying to neet the July 1st deadline. Right?

MEMBER BROSEUS: The i dea was to reconcil e
what we coul d and di stribute to the agreenent states and
to the ACMJI Committee.

CHAI RMAN CERQUEI RA: And to the Conmi tt ee.
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That's fine. That's great. Excellent. | wouldliketo
t hank everybody --

MR. ESSIG Could | nention one quickitem
while we arestill inthe cl osed session, whichisthe
comment earlier or, actually, the presentati on fromSNM
on the therapy guide.

We have no plans. The NRC staff has no
plans toreviewthat. W have been askedtoreviewit.
We do not plantoreviewit. Meaning no disrespect to
anyone i n the room but the SNMpart of the therapy scene
is a pretty kind of mnority player.

CHAI RMAN CERQUEI RA:  Yes. That's why |
brought it up.

MR. ESSI G So we have just finished
NUREG 1556, Volunme 9. Theinkis sort of dryonit. Wy
woul d we undert ake a revi ewof sone ot her gui dance t hat
isnoreor less containedin-- people may not |ikethe
way it i s worded and al |, but | just wanted t o make t hat
poi nt cl ear.

Nei t her are we going to ask you as a group

toundertake areview. |If youaredoingareview, it's

MEMBER LI ETO: | woul d definitely support
t hat, that stance, Tom | just kind of opened a coupl e
of pages. There were sone things that said, "Well, you
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should do this."” | think for actual regulations, it
said, "You nust."

Soif that is the kind of gui dance t hat we
may be running into, it may be nore extensive t han what
we have tinme to do, especiallyif they're only giving us
t hree weeks to gi ve thema response, whichl thinkis a
little --

MR ESSIG And we al so nade r ef erence t oday
totheregulatory i ssues sunmary, where we st at ed t hat
the SNM di agnostic was -- | don't want to say we
endorsed, but we saidit was an acceptabl e way. So you
can read what we said about it.

CHAI RMAN CERQUEI RA:  But you have to be
careful whether your naneis goingtobelinkedtoit.
That's why | kept bringingup all theseissues of, you
know, your support. And you're going to assune sone
liability.

It issonethingthat's out there, but unl ess
it's really been reviewed extensively by the NRC --

MR. ESSIG All we say i s one key sent ence,
"The SNM s gui de for di agnosti c nucl ear nmedi ci ne provi des
information that nay be useful to nuclear nedicine
pr of essi onal s i n under standing the applicability of NRC
requi renments for medical use of -- in diagnostic
settings.” That's part --
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CHAI RMAN CERQUEI RA: And i s the NRCstill

going to be on all of this?

MR. ESSIG 1'l| passit out soyou can see

MEMBER LI ETO: W I I the NRCseal be onthe
docunent ?

MR. ESSI G No, no, no.

MEMBER W LLI AMSON: | amsure your | awers
have | ooked at it.

MEMBER LI ETO The fact that you basically
made it readily avail abl e t hrough your Web site, whet her
you like it or not, you are endorsing it.

MEMBER NAG | nplied perception.

MR. ESSIG But the RISis also onthe Wb
site, right next to the --

MEMBER BROSEUS: Let ne just add one t hi ng.
We' ve gone t hrough a crazy process to get t he paper by
and avai |l abl e. There's going to be a di sclainmer onthe
i nsi de cover of the docunent that's distributedin paper
form Okay?

CHAI RVAN CERQUEI RA: It may not be an
endorsenent, but if your nanme i s on t here, whet her you
intendit toor not, it'sinpliedthat you support this.

MEMBER W LLI AMSON: You nust feel fairly
confortable with the procedures suggested within and -
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MEMBER BROSEUS: Let netell you just very

qui ckly what we did do. The staff did review the
docunment. And we | ooked cl osel y to make sure that it was
congruent withtheruleandtruetotherule. OCkay? W
di dn't want sonebody passi ng out bad gui dance t hat the
SNM says, you know, we weren't cooperative at all.

CHAI RMAN CERQUEI RA:  Jeff does a good j ob,
and he knows what he's doing. But Ral ph said he went
over through sonme of the therapeutic things and he had
some questions and reservations. But Jeff wote both of
them essentially.

MEMBER W LLI AMSON: So if you did it for
di agnostic, why wouldn't you want to do it for
t herapeutic? Why wouldn't it be --

CHAI RVAN CERQUEI RA: Because of the risk
i nvol ved.

MR. ESSI G First of all, | think we
consi dered the diagnostic procedures to be pretty
ow-risk. And so even if --

CHAI RMAN CERQUEI RA: Can we get that on
record, |lowrisk?

MR. ESSIG It's onthe record because | --
no. | thinkit'sprimarily aresourceissuethat -- for
us to revi ewsonet hi ng where we have j ust pronul gat ed
gui dance, NUREG 1556, Vol une 9. And nowt o undert ake - -
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we just don't have the resources to do a revi ewof sone
addi ti onal gui dance.

CHAI RVAN CERQUEI RA: But why not let it go
out under SNM s --

MR. ESSI G | can't control. | mean,
they're going to issue it, a list of questions.

CHAI RVAN CERQUEI RA: Wl |, the di aghostics
are already too late. It's on your Wb site.

MR. ESSIG Yes, yes.

CHAI RVAN CERQUEI RA:  That woul d have been a
nore prudent way to go about it.

DR. HOAE: Before you |l eave, | have an i ssue
t hat we had hopedtoget inif we hadtineinthe closed
session. Andthat i s we have a nedi cal physicist that we
wer e | ooking to bring before you at the board, here at
the Advisory Comm ttee.

It's clear youdon't havetime for it, but
| just wanted t o nake you awar e t hat we may have t hree or
four more. And we may be sendi ng themout to you for a
deci si on on whether their training and experienceis
equivalent to what is in the requirenents.

CHAI RMAN CERQUEI RA:  Now, i s that sonet hing
t hat just goes toindividuals onthe Conmttee? Does it
go to the whole Conmttee for a vote?

DR. HOAE: We've done it both ways before.
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We've done it tothe whole Commttee or i n sonme cases,
t he chai rman has set up a subconm ttee of peopl e that
have experienceinthat particular area and gottentheir
i nput and then written us back a neno t hat says that it
was reviewed by a subcommttee.

MEMBER NAG. M suggestion is that the
t herapy -- you know, Dianmond and | --

CHAI RMAN CERQUEI RA: Maybe i ncl ude one or

MEMBER NAG But here it was t he physici sts.
So | think the physicist inthe group should be the one
deciding. | would have no idea.

DR. HOAE: And we' ve got | think maybe t hree
or four physicists that are goingto beinthis category.

MEMBER W LLI AMSON: That conme from the
Canadi an?

DR. HONE: We've got two fromt he Canadi an
certification. We've got sonme others in other
categories. Soif we can't nake a cl ear determ nati on,
we think it's wise to bring it.

VMEMBER W LLI AMSON: By thetinel readit,
| was gone. And | didn't have access to the Wb site.
So | couldn't downl oad i nformati on about the Canadi an
Col | ege of Medi cal Physics so we woul d know. That was
not included in the package, and I would --
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DR. HOWE: Right. | have a printout. |

went out on the Web t hi s norning, and | printed sone of
that out. And so I'll try to get you a copy of that.

CHAI RMAN CERQUEI RA: So, Jeff, Ral ph, and
Vic, do you guys want to review it?

MEMBER W LLI AMSON: We can do that.

CHAI RMAN CERQUEI RA: That will be good.

MEMBER W LLI AMSON: We can just send you a
menmo on this or --

CHAI RVAN CERQUEI RA:  Yes. Just send ne a
recomendation. And | will pretty much go with your
recommendat i on.

MEMBER LI ETO. Because | think they are
| ooki ng at neeting soneone for our transit because
they're losing their --

DR. HONE: 1t ends up that they're covered
now. They've got aninteri mphysicist that is | eaving
tonorrow for sonmething. And then they have anot her
physicist that is qualified that they can use as an
aut hori zed nedi cal physici st.

They' re covered right now They still want
to use this person eventually as their authorized --

MEMBER W LLI AMSON: Maybe we can deal with

CHAI RMAN CERQUEI RA:  Yes. Why don't you
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deal with the details?

MEMBER W LLI AMSON: | guess | will schedul e
a conference call on this issue.

CHAI RMAN CERQUEI RA:  Yes, yes.

MEMBER W LLI AMSON: Do we need a staff
attending this conference call?

DR. HOME: | coul d probabl y answer questi ons
t hat you m ght have.

CHAI RMAN CERQUEI RA:  That m ght be good.

I would |ike to end this session, but |
woul d personal ly li ke to thank Charles M Il er for having
sat throughthe entire session. Thisisthefirst tine.

(Appl ause.)

CHAI RMVAN  CERQUEI RA: Usual | y hi s
predecessors nmade a t oken appear ance and t hen wer e gone.

MEMBER W LLI AMSON: Thirty mnutes. Sothis
is great.

CHAI RMAN CERQUEI RA:  Thank you.

DR. M LLER: One of the things | amtrying
todoistoassess what the Conmttee is about, what the
Comm tt ee does, howthey service, the concerns that you
have.

| heard al ot of things today that I think
the staff needs to work on with regard to its
relationshipwiththe Commttee. Andthat i s sonething
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that | need to undertake as a director of this division
with ny staff to try to inprove that.

| can't prom se that we'll make a step
change and get it all perfect, but I think hopefully we
can progress in the right direction and i nprove the
conmuni cati ons because | ots of what | heard today had to
do with conmuni cati ons between the Comm ttee and t he
staff or | ack thereof, yes. Andif we can work on that,
then | think we can hel p you to do your job in hel ping
us.

CHAI RVAN CERQUEI RA: We want to work with
you. Thank you. W are adjourned.

(Wher eupon, at 6:45 p.m, the foregoing

matter was adj ourned.)
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