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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.

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

10
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

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

19

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
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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
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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, spec