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P-ROGEEDI-NGS
2:00 p.m

CHAl RVAN MESERVE: Good afternoon. The
Conmi ssion neets today to hear from the Advisory
Committee on the medical uses of isotopes. The
Comm ssion neets regularly with the Conmttee to
di scuss regulatory issues that inpact the nedica
conmuni ty.

One of the subjects we will be discussing
is the Revised Part 35, which are the regul ati ons for
the nedical use of byproduct naterial. At the
Congress' request, the Conm ssion recently issued a
report on Part 35, concl uding that the revised Part 35
generally achieved a significant reduction in the
regul atory burden associ ated with di agnosti c nucl ear
medicine. Qur intent isto submt the revised Part 35
tothe Ofice of the Federal Register for publication
in approxi mately 30 days.

W acknow edged at the tine we submtted
our report, however, that our stakeholders have
identified substantial concerns related to the
percei ved burden of the guidance and inspections
prograns that will inplement the revised rule. Base
on this feedback, the NRCw Il inprove the |licensing

and i nspections guidance and train |license reviewers
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and inspectors during the six-nmonth date period
preceding the effective of the revised rule. As both
NRC and our |icensees gai n experience withthe revised
Part 35, we remain open to the possibility of future
rul e changes.

| understand that the staff consultedw th
the Conmittee extensively during the devel opnent of
the revised Part 35, and the Comm ttee provi ded expert
advi ce on rul emaki ng and other initiatives at vari ous
critical stages of regul atory devel opnent. Over the
next several years, the expert advice of the Committee
will be especially inportant to assist with the
i mpl enent ation issues that |'ve just nentioned with
regard to Part 35.

So for that reason, we very nuch
appreci ate your willingnesstojoinwthus today, and
we very nmuch appreciate today's briefing.

As you have no doubt noted, there are only
four of us here at the table today. Conm ssioner D az
regrets that he is not able to be with us at this
neeting. He wanted nme to assure you that he is very
interested in the topic and that he will review the
transcript of today's neeting.

Dr. Cerqueira, why don't we underway, and

why don't you introduce your coll eagues.

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

6

DR. CERQUEI RA: Thank you very nuch,
Conmi ssioner. M nane is Manuel Cerqueira. |'m at
Geor get own Uni versity representing nucl ear
cardi ol ogi sts, and on behalf of the Commttee, we'd
like to thank you and the other comm ssioners for
taking the tine to nmeet with us and updati ng you on
sonme of the inportant issues.

W' || start and maybe peopl e can i ntroduce
t hensel ves down the row, and then we'll --

DR. VETTER  Sure. |I'm Richard Vetter.
|"mthe Radiation Safety O ficer at Mayo Cinic.

DR. W LLI AMSON: I'"'m Jeff WIIianson,
Radi ati on Oncol ogy Physi ci st at WAshi ngt on Uni versity
in St. Louis.

M5. SCHWARZ: Sally Schwarz, Washington
University in St. Louis. " m representing nucl ear
phar macy.

M5. McBURNEY: Hello. |'mRuth MBurney.
I'"'mwth the Texas Departnent of Health, Bureau of
Radi ati on of Control, and |I'm the state governnent
representative on the Conmttee.

CHAI RMVAN MESERVE: Thank you all for
j oi ni ng us.

DR. CERQUEI RA: 1t's our pl easure and what

we've prepared for your today is a presentation
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dealing in part with the Part 35 revision process but

alsototrytoidentify for the Comm ssion issues that

we feel will be inmportant in the next three to five
years that will influence the nedical use of isotopes.
And so we'll go over our material, and we'll be happy

to take any questions at any tinme from the
conmm ssi oners.

"1l be doing the first presentation, if
we coul d have the slides up, and it's really | ooking
at the 10 CFR Part 35 revision and feeling that it's
a balanced and a fair process. It is not conplete,
and there are still sone outstanding issues, but
overall we felt that the process did try to involve
all the stakeholders and to address the issues
appropriately.

If we go to Slide 2, the basic approach
t hat was taken by the Cormittee and the NRC staff was
to make this a risk-infornmed, perfornmance-based
approach to the revisions. W had significant
st akehol der input at all tine during the process, and
the ACMJ was extensively involved in advising the
Conmi ssi on and providing information.

Page 3, the process was an open process.
There were seven public workshops that were held

seeking input from nenbers of the stakehol der
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community as well as the general public. There were
20 professional society neetings that were held
between the staff and vari ous comm ssioners. There
were six ACMJ discussions that were held related to
this. There were two full panel discussions, and
there were four subcommittee neetings that were held
with specific attention to diagnostic as well as
t herapeutic wuses of radiation. There were two
agreenment state workshops that sought input on the
revisions as well.

If we can go to Page 4, the role of the
states was i nvestigated, because currently there are
32 agreenent states and only 18 NRC-regul at ed st at es,
so it was felt it was very inportant to get their
input as well. And this input came from the
Organi zation of Agreement State, fromthe radiation
officers, and there was a separate Part 35 Wbrking
G oup that provided input into the process.

There was public input as well. There
were 225 witten comrents -- thisis Page 5. All the
docunents were avail able on the NRC web site. There
wer e wor ki ng group neetings that were held that were,
again, open to the public and that public comment was

solicited and acted on in an appropriate manner.
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Page 6, the result is that we felt that
overall the revised Part 35 regul ati ons have provi ded
sonme reduction in the regulatory burden for the
st akehol ders, although it was felt that this was nuch
nore so for the diagnostic community rather than the
t herapeutic comunity where the changes overall are
not substantial in any way. But, again, that
reflected therelativerisk of thetwo radi ation uses.

W felt that there was sone elimnationin
unnecessary rules that had been present in the old
regul ati ons, and overall we felt t hat t he
prescriptiveness overal |l had been decreased, al t hough,
again, that there was quite a bit of reduction in
nucl ear nedicine, probably not in the therapeutic
nodal i ti es.

And we also feel that we're in a
transition period in the sense that the Part 35
revision, if published and i npl enmented i n si x nont hs,
will be the first step to dealing with overall
revision and the use of radioactive materials for
medi cal use. There were sone issues that, you know,
agai n, | think we have briefed the Comm ssion. W had
sonme differences with the Comm ttee on nedi cal event
reporting, radiation to the unborn fetus as well as

sonme i ssues rel at ed use of i ntravascul ar
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brachyt herapy. And sone of these i ssues were brought
up before the Commi ssion, and sone of these were
basically going to be ongoing issues in terms of
enmer gi ng technol ogy. Sone of these other issues, the
Conmittee | think had slightly different opinions from
what the final rule reflected.

We also feel that it's very inportant in
this transition that the gui dance docunents that are
currently being worked on be provided to the user
comunity, that inplenenting the rule in six nonths
still leaves quite a bit of uncertainty as to howit's
going to be inplenented. This is true in the sense
t hat the gui dance documents serve as a tenplate for
which the user will be held to, plus the agreenent
states still have up to three years to becone
conpliant with the revisions. And that will create a
certai n anount of uncertainty inthe user conmunity as
wel | .

Those are ny comments. ['ll be happy to
t ake any questi ons.

CHAIl RVAN MESERVE: Wy don't we hol d the
guestions till to the end. We'll go through the
bri efings and t hen sweep t hrough t he questions at the

end. But thank you.
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DR CERQUEI RA: Ckay. Vel l, the next
presentation is going to be on the inplenentation of
10 CFR Part 35 and the agreenent states by Ruth
McBur ney.

M5. McBURNEY: Thank you. Good afternoon,
Conmi ssi oners. As was nentioned earlier, the
agreenent states do represent nost of the regul ation
of nmedical facilities; in fact, probably about 70
percent of the nedical |icensees are in agreenent
states. So it's inportant during the inplenentation
of these rules that the states are invol ved.

From our perspective, | feel that the
rul emaki ng process did involve agreenent state staff
in the Wirki ng G oup and Steering Conm ttee, and t hat
was a very good t hing. And throughout the process the
states were involved. Also, it was a fair process
that allowed for the input fromall stakehol ders.

There will be sone i npl enentation i ssues
in the agreenent states. As Dr. Cerqueira nmentioned,
the states have up to three years to inplenent the
rules. Because it was a -- the states were invol ved
in the rulemaking and also there was a parallel
rul emaking going on through the Conference of

Radi ati on Control Program directors to produce the
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suggested state regul ati ons, whichw || be distributed
to the states along with the Part 35.

Sone of the rul es are needed ri ght now, in
fact, some of +the larger states have already
i mpl ement ed sone of the rul es regardi ng brachyt her apy,
t he | ow dose rate and hi gh dose rate brachyt herapy and
provi sions for newtechnol ogi es, because a | ot of the
newer technol ogi es are bei ng i ntroduced i nt o agr eenent
states sooner than sone of the Nuclear Regulatory
Conmi ssi on st at es.

And as aresult, the scheduling of sonme of
t hese rul e changes will vary fromstate to state. As
| nmentioned, some of the states have already
i mpl enented parts of them that don't inpact the
conmpatibility i ssues but that are needed currently to
address their needs. Some of the states will wait
until nearly the three years are up in order to
i mpl enent t hem because sone of t he states need | onger
time. Their requirenents are nore onerous, and thus
t he rul emaki ng procedures take a little |onger.

One of the nore inportant areas for
consi stency that the ACMJ has addressed is the need
for uniformty for the training and experience
requirements for the M authorized users, the

physi ci an users. The ACMUJI reconmends that NRC
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cooperate with the states in order to assure a nore
expedient uniformty in the requirenents for the
trai ni ng experience for authorized users. There could
be cross-boundary issues with physician training
prograns fromstate to state.

And, also, we recommend that the board
approval s be done as soon as possible to facilitate
the wuniformty, because the board certification
acceptance nmkes the approval of wusers a nore
ef ficient process.

W were al so asked to address sone of the
t hi ngs facing our various disciplines over the next
fewyears. One of the things facing the states, as it
isinthe Nucl ear Regul atory Conmm ssion, we're facing
a maturing workforce, simlar to that of the NRC. As
our trained people that were trained back in the '60s
and ' 70s reach retirement age, there aren't the people
com ng on board who have that sane | evel of training.
And attracting new staff at the salaries that states
can offer is very difficult. So |I'mnot offering any
new sol utions to that issue, but just that the states
and the NRC work together to address training and
recruitnment and retention issues. And a lot of it

comes down to dollars. But the whole health physics
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community is facing the sane workforce shortage and
training shortage. Thank you.

DR. CERQUEI RA: Thank you very much, Ruth.
Thi s i ssue of shortage in the future is sonethingthat
the Conmttee felt was very inportant. Qur next three
presentations will deal with specific areas where we
anticipate with the aging baby boonmers and the
i ncreased use of di agnostic and t herapeutic techni ques
we're going to need nore people. And the first part
is going to be really on nuclear pharmacy rel ated
i ssues, and Sally Schwarz will be presenting.

M5. SCHWARZ: | want to continue al ong the
lines that Ruth has just addressed is this issue
essentially of worker shortages. |'mgoing to cone at
it fromalittle different direction. 1'minterested
in tal king about the radiation safety i ssues that are
i nvol ved with nuclear pharmacy, nost recently the
upswi ng i n PET, which is positron eni ssion tonography,
and is accel erator-based i sotope production.

So it's not under the regulation of the
Nucl ear Regul at ory Commi ssi on but certainly influences
the workers, because currently PET is devel oping
technol ogy and pharmaci sts are involved in working
wi t h m xed i sot ope produced byproduct material as well

as accel erator-produced rmaterials. And for
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centralized pharmacists, essentially handling PET
i sotopes or handling energies 511 keVs conpared to
nore typical 100 to 300 range isotope energies. So
what t hese pharmaci sts are facing essentially is the
need to distribute their dose anbng nore than
t hensel ves, essentially.

And we do have a problemw th the nunber
of pharmaciststotally. It's essentially flat. There
are ot her increased demands bei ng pl aced on pharnmacy
in general, fromevery avenue -- the conmunity, the
hospi tal and nucl ear pharmacy. So there is nore need,
and there really is not a trenmendous increase. I
woul d say, actually, it's just kind of a level field.

And sone of the reasons for that are on
Page 3. Essentially, the prograns for pharnmacist
training have expanded from five years for the
under gr aduat e degree to t he si x-year program whichis
the Pharm D graduating classes now. So we've
i ncreased the | ength of education. And at that point,
essentially, again there are these increased needs
pl aced onthe field as well. And in order to maintain
ALARA, and that's as | owas reasonably achi evabl e, and
typically has been | ooked at to try and mai ntai n doses
ten percent of the allowable federal hand and body

doses. And when we're dealing with PET as an entity,
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t he higher energy that we're dealing with, it's very
difficult to conmply with that ten percent ALARA. Ten
percent is not regulated, it is just kind of an
unwitten regulation that we try to keep ourselves
wi t hin.

For PET, we're talking noreinterns of 30
to 40 percent of the allowable doses for hands and
body. And so that becones an issue in that the NRC
i nspectors inspecting these facilities individuals
wor ki ng wi th bot h byproduct and accel er at or - pr oduced
materials will be essentially viewed, need to keep in
mnd this exposure is not necessarily from unsafe
practices, just that the energies that we' re working
with are significantly higher than previously used.
And sone facilities, you know, have very little
bypr oduct and nuch nor e accel erat or - produced materi al s
on board.

The next is Slide 4. Essentially, as far
as addressing the shortages for pharmacists, sone
prof essional pharmacy curriculuns have allowed
el ectives as far as the certification process for
board certification of pharmacists, such that during
t he si x-year professional program you can take the
requi red courses so that you can be di dactic ready for

then going out into the field and acquiring your
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hands-on training. But not all schools have all owed
this ability. Purdue, as a university, has certainly
al | oned enough el ectives i nthese six-year progranms so
that the didactic education can be achieved.

As far as ot her issues, they' re on Page 5.
W can address the shortage. There are certificate
prograns available for this board certification
process. | have listed three of the prograns that are
out in the comunity: Purdue, University of New
Mexi co, University of Arkansas. They have fairly
| arge prograns. There are other ways. The
manuf acturer, Syncor, for an exanple, has their own
on-site training prograns for their pharmaci sts that
they hire, and this, again, is after the six-year
program

So on Page 6, if we | ook again to address
the shortage, pharnmacy has relied always on
t echni ci ans, whi ch are supervi sed by t he phar maci st s,
and there is specialization obviously needed for
nucl ear pharmacy technicians, and guidelines for
nucl ear phar macy t echni ci ans wer e prepar ed by t he APHA
section on nucl ear pharnmacy practice inthe year 2000.
And they're currently working on certification

prograns for technicians through APHA
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One of the other issues that 1'd like to
just nmention briefly, thisis alsoin other fields as
well, is the whol e i ssue of m xed doses, not just PET
and accel erator and byproduct materials, but also
nucl ear cardi ol ogy faces this m xed dose conponent
dealing with x-ray and with gamm emtting or
byproduct material. So these kinds of m xed doses
become an i ssue that may possi bly need to be addressed
internms of |ooking at the Part 20. Instead of using
a deep dose as the effective dose, |looking at the
effective dose equi val ent so that we coul d essentially
combi ne exposures from nore than one type of
radi oactive material .

DR. CERQUEI RA: Thank you, Sally. Qur
next presentationis goingto be by Jeffrey WIIlianson
on dealing with issues rel ated to nmedi cal physicists,
aut hori zed nedi cal physicists. Jeffrey?

DR WLLI AMSON: Thank you for the
opportunity to speak at this neeting. Could | have
Page 2, please. Wiat 1'd like to talk about mainly
are the training and experience requirenents for the
aut hori zed nedi cal physicist, or AMP, as defined in
t he new regul ati ons.

First, let me say that | think the

regul ated community, i n general, wel comes t he concept
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of AMP. I think it's a great step forward in
reconciling theregul atory point of vieww th clinical
reality to realize that the physicist plays a nuch
broader role in pronmoting the efficacy and safety of
radi ot herapy treatnent than just calibrating cobalt 60
units. However, there is a major issue and conflict
bet ween the definition of qualified medical physici st
used in the community and the concept of AMP.

If we go to Page 3, basically the
communi ty's definitionof qualifiednedical physicist
i s havi ng board certification by the Areri can Board of
Radi ol ogy or Anerican Board of Medical Physics with
appropriate conti nui ng educati onrequirenents. Let ne
review for a nonent the definition in 35.51 of
aut hori zed nedi cal physicists. It reads that, "An AW
is one who is certified by a recogni zed board whose
certification includes all of the requirenents of
Paragraph B." And then Paragraph B reads, "Or has a
Master's degree, two years of training and experience
under AMP, including various duties associated with
hi gh dose rate brachytherapy, cobalt 60 teletherapy
and stereotactic radiosurgery, plus a preceptor
statenent.”

Now, the board process is very simlar in

ternms of the educational and experience requirenents,
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at least a Master's degree and two to six years of
experience, but it does not require specific
experience with byproduct -- with specific byproduct
technologies. It's enphasis is to assess the quality
of judgment and know edge base of the candidates to
ensure that they are capabl e of independent clinical
physics practice.

Sothisis the major problem It appears,
| think, alnost certain that none of the boards in
medi cal physics will be recognized as a pathway for
becom ng an aut hori zed nedi cal physi ci st under t he new
regul ati ons.

If we go to Page 4, please. So what are
t he consequences of this largely, | think everyone
acknow edges, is a mstake in the witing of the
regulations? Well, first, there's a concern that it
will marginalize board certification. It will reduce
the incentive to conplete the rigorous board
certification route if it no longer has value in
qgqual i fying one to practice as an AMP. Bear in mnd
t hat unli ke physicians there is not a uniformsystem
of state licensure requirenents that requires
physicists otherwise to be certified, nor is there
uni formtreat ment by hospital credentialing boards of

the certification process.
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Next slide, please, which is Page 5. So

| think it could have the paradoxical effect of
actual ly inpacting negatively on public health. It
could -- sonmething to realize is that the board
certification process really is the only accepted
i ndustry standard for defining conpetence in nedical
physi cs. And that's because we do not have a
uniformy accepted system of training, |like the
residency training system that physicians have in
different specialties. So it could exacerbate
shortages of authorized nedi cal physicists. For one
thing, there are relatively few opportunities for
cobalt 60 tel et herapy or gamra stereotactic training.
So what are the renedies? These are

|isted on Page 6. Well, | think the short-termrenedy
-- one short-termrenedy is to accept the | anguage of
t he grandfathering clause, 35.57, literally. And it
basically says, "All physicists nentioned or
accredited as a tel et herapy physici st on an agreenent
state or NRC |license are hereby decl ared authori zed
medi cal physicist.” And the ACMJI is on record
recommendi ng that the Conm ssion accept that w thout
qualification to create a pool of authorized nedica

physi ci sts who coul d serve as preceptors.
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The second t hi ng we bel i eve shoul d be done
is to in guidance space do what you can, instruct the
staff to do what they can to nmake board certification
useful. So one thing, for exanple, could be done is
to say, all right, a board certified candidate to
become an AWMP only need show evidence of specified
suppl ementary trainingwi th a specified nodality. For
exanpl e, i n gamma stereotactic, the industry standard
is to undergo a week's training by the vendor and
visit another institution and participate in one or
two cases at an institution with an accepted program
And that woul d be sufficient.
| think, obviously, thelong-termsolution
istoinitiate arul emakinginitiative which goes back
to somet hi ng approxi mati ng the ol d definition, which
woul d say, "Be certified by one of the follow ng
boards, X, Y or Z, or conply with the follow ng

alternative pathway requirenents,” and then list the
various educational and experience requirenents.
Thank you.

DR. CERQUEI RA: Thank you, Jeffrey.

DR. WLLI AMSON: | shoul d nenti on one nore
thing. There are simlar issues with the definition

of authorized user as well. It may well turn out that

board certification and radiati on oncol ogy may not
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qgual i fy a physician to be an aut horized user for high
dose rate brachytherapy or gamra stereotactic.

DR, CERQUEI RA: Thank you. The next
presentation is on board certification for radiation
safety officers, and Dr. Richard Vetter will be doing
t he presentati on.

DR. VETTER: Thank you. Thank you for the
opportunity to be here. You will need to skip the
next nine pages of Dr. WIlianson's backup slides.

(Laughter.)

And you can go right to Slide 2, ny Slide
2. 1'dlike to just briefly preface ny remarks by
saying that it is becom ng apparent that there is a
shortage of health physicists that is developing in
this country. Back in the '50s and '60s and early
' 70s, there were numerous training prograns around t he
country that were well supported, that had nmany
radi ol ogi cal health fell owshi ps and ot her fell owshi ps
supported by the Atomi c Energy Comm ssion at that
time, the Departnment of Radiological Health and so
forth. Those fell owships have dried up, and there
was, at one point in tinme, considerable support for
training prograns. That support has dried up. And
there are now, | have been told, approximtely 100

heal t h physicistsinthe pipelineinthis country, and
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all those people who were trained inthe '50s and ' 60s
are about ny age or older and will be retiring one of
these days. And the profession is quite concerned
about this shortage.

I'd like to address specifically one
element of the regulations that my actually
exacerbate that shortage for radiation safety
of ficers. The current Part 35 requires that for
soneone to be qualified as a radi ati on safety officer
they nmust be either certified by a board that is
listed within the regulations there, specifically
| i sted, specifically approved, or that person may neet
certaintrainingrequirenments -- 200 hours of training
and experience and so forth -- and have one year of
experience under the supervision of aradiation safety
of ficer. So there is definitely -- there is very
clearly an alternate pat hway -- either boardcertified
or nmeet certain training requirenments.

On Page 3, | outlinethe current -- or the
proposed Part 35, under which a person may becone
qualified as a radiation safety officer by either
being certified by a specialty board or neeting
training requirenents and a preceptorship. The
difference is there really is no alternative pat hway

here, because the certification route requires that
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the specialty board incorporate Parts B and C. So
there is no alternate pathway. And, in fact, you
don't need board certification to become a radiation
safety officer; all you needis Band C. There is no
i ncentive, for purposes of these regulations, to
becone certified.

| am personally aware of a broad scope
nmedical licensee that is looking for a radiation
safety officer today. They have a short list. The
person at the top of the short list is a very well-
qualified wthin the health physics comunity,
certified health physicist, who works for a nati onal
accel erator | aboratory. He does not work for a
medi cal |icensee. Nunmber two on the Iist works for a
DCE | aboratory. Neither of those, under the proposed
regul ati ons, woul d be required. The university's job
woul d be a | ot easi er because t hey coul d automatically
elimnate the top two people on their list.

They woul d not be qualified under these
regul ati ons, because there actually is no separate
certification pathway. And the reason thereisn't is
because the current certification bodies do not
i ncorporate Parts B and C. Mst of themrequire, of
course, a degree in science, sonme of themeven require

a Master's degree in a specialty, but they do not
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require those specific hours of training, and they do
not require a preceptorship. Andthe preceptorshipis
al so anot her problem

On Page 4, it lists sonme unintended
consequences. This is really no one's fault. It's
t hrough thi s | ong process under whi ch the revi sed Part
35 was generated. The NRC originally has proposed an
accreditation procedure for the boards, and that
obvi ously was going to be a rather large task for the
NRC to accredit boards. And so as a result of their
re-anal ysis and feedback fromthe general conmunity,
t he new proposed Part 35 backed away fromthat and got
us into the situation we are at today, where it's
specialty board, not or training, but a specialty
board and the specific training requirenents.

Thisw Il result inanincreased burden on
the NRC, because they will not be able to sinply
accept soneone who's certified by a board, because t he
boards don't neet the requirenents. So that's no
| onger a pat hway. They will have to exam ne the
credentials of every person who wants to becone a
radi ati on safety officer.

This also, as Dr. WIIlianmson nentioned
earlier, marginalizes board certification. | think

many people wll becone board certified anyway,
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because it's good for them they want to rise to that
| evel . But the regul ations don't encourage it and in
fact it's my personal belief and of course that of
pr of essi onal boards that we shoul d do what ever we can
totry to increase the conpetence of people who want
to becone radiation safety officers and encouragi ng
board certification would do that.

This then also underm nes an effective
i ndustry standard; that i s, today you can becone board
certified -- if you are board certified, you can
become a radi ation safety officer. Tonorrow, whenthe
new r egul ati ons becone effective, youw ||l not be able
to do that.

What are the renedies? Simlar to what
Dr. WIIlianson nmentioned, a short-termrenedy woul d
sinply be to accept health physics certification by
t he current boards who offer certification in health
physics. Long-term we sinply need to | ook at sone

rul emaki ng sinply to change "and" to "or," or it could

be sonmething that requires a little additiona
anal ysi s that woul d in fact encourage peopl e to becone
board certified.

Bottom line again, however, is that

because of that uni ntended "and" i nstead of an "or,

we actually are limting the pool of people who are,
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under the regul ations, qualified to be RSGs, and t hat
infact does create a shortage for us. Thank you very
much.

DR. CERQUEI RA: Conmm ssi oner, we'll be
happy to take any questions for any of the
presentations that we've done.

CHAI RVAN MESERVE: Thank you very nuch for
very hel pful presentations. | realize that you' ve had
tolimt your tinme, and we very much appreciate your
effort to do this.

| think, Conm ssioner MGaffigan, it's
your turn to go first.

MR. McGAFFI GAN:  Thank you for letting ne
know. | appreciate you all being here. | think the
last time we net was actually in October of 1999
which is too long a period, but we were in |linmbo for
much of this time with the Part 35 rule.

| want to go first to M. WIIlianmson and
M. Vetter or maybe it's really for Dr. Cerqueira.

This issue that they're raising with the "and" and

or," | don't recall that, you know, bei ng brought to
our attention at all back in the "99 tinme frane. |Is
it one that just slipped past you and the staff as you

wer e goi ng through the process?
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DR.  CERQUEI RA: | think it is, but,
Jeffrey, do you want to el uci date?

DR. WLLIAMSON: Yes. Well, there were a
| ot of shifts and changes.

MR. McGAFFI GAN: W put the thing out. |
mean the frustrationis that when we nmet i n Cct ober of
99, ny recollection -- Chairman Di cus was Chairman
and we had put out the rul e approxi mately July of that
year and left it there for three nonths hoping that
people would find line-in, |ine-out changes. W did
make sonme changes ourselves in sone of the areas that
you tal ked about. But it had been sitting there, and,

gosh, | was hoping that if there were "and' s" that

should be "or's" or vice versa, we would get that
advi ce.

DR. WLLI AMSON: Well, the final rule was
published nore or less in this form or was wdely
avai l abl e, and it shoul d have been noticed. | think
the oversight was not to realize that these
alternative pathway requirements really did not
reflect the board certification process as it exists
now. | think everybody ki nd of assuned that this was

a reasonably accurate rendition of the comon

prerequisite requirenents for sitting for the boards.
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It was conplicated by the fact that there
was a tendency, a phil osophical approach here, which
was to try to distill training and experience
requi rements to focus not so nuch on general clinical
expertise but to identify the nucleus of health
physi cs and safety i ssues that really defined the core
m nimum credentials to carry out the regulatory
mandate. There was this philosophy to try to divide
clinical conpetence from safety conpetence, which |
think, inthe end, was given up. And that's why a | ot
of this extra was put into that definition.

MR. McGAFFI GAN: Ckay. Well, speaking as
one conm ssioner, |I'msure we're going totry to work
with you on this. 1 don't think it was our intent to
have t hese uni nt ended consequences. Andit's amazi ng,
ny recol l ection back in'99 is that the one thing that
al nost everybody, includi ng Carol Marcus, thought was
good about our rule was the T&E requirenent.

DR. WLLI AMSON: Well, you know, | think
the regul ated community and the staff of the NRC have
to share the --

MR. McGAFFI GAN:  Thi s process has been so
-- we tried to make it a very slow noving thing so we

could get advice all the way through it.
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|"mgoing to turn to Ms. MBurney next.
W nmet in October of '99 and | went and read the
transcript beforethe neeting. | was alittle worried
about these suggested state regulations. They were
doi ng things, for exanple, recalling as | could read
it, they were going to propose that the dose enbryo
fetus was the public dose, the 100 m|lirens, you guys
were recomending five rem that's what we adopt ed.
And there were all sorts of other things. They wanted
endocrinol ogi sts to have extra requi renents conpared
to the current rule; we rejected that. Are those
suggested state regulations in shape today, do you
know? O have they been presented to the states, and
are they conpatible with our rule now? O are people
still fighting some of these battles that that

particular Committee seened to be fighting at the

time?

M5. McBURNEY: |'mnot sure of the actua
st at us. | think they are ready to go out to the
st at es.

MR M GAFFI GAN: For comment or for final

M5. McBURNEY: |f they' ve been signed off
on by the federal agencies, then they woul d be ready

to go out as final
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MR. McGAFFI GAN: | probably shouldn't be

asking you; | should be asking Paul Lohaus --

M5. McBURNEY: Right. 1'mnot really sure
nysel f.

MR. McGAFFI GAN:  -- whether it's in good
shape. | assune that they wouldn't -- if our ruleis

a certain way, they're going to --

M5. McBURNEY: That's right. 1t's going
to have to neet the conpatibility requirenents.

DR. CERQUEI RA: It was set at |evel B,
whi ch nmeans t hey have to be conpletely conpliant, but
they still have up to three years upon which to nmake
a decision and respond. So for the user comunity,
it's going to create sone issues that woul d best be
taken care of upfront, if possible.

MR. M GAFFI GAN: | do also note the
Agreenent State Organi zationisn't here, but speaking
again as one conm ssioner, | did see the resolution
that they passed |ast October in Sante Fe, and | do
continue to believe that we're doing the right thing
i n having the T&E requi renments be conpatibility | evel
B. | think sonebody who's learning their -- getting
educat ed at Georgetown shoul dn't have to worry about
whet her they can practice at one of the Mryland

subur ban schools or vice versa. So | did think about
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it, and | conme down on the other side. And | assune
since the Comm ssion as a whole was pretty united on
that -- weren't we -- so | don't think you' re going to
get anything different there. But | do hope that
those regulations are in good shape and they're
conmpati ble with ours now.

Ms. Schwarz, one of the issues that you
mentioned was this i ssue of m xed doses and t he doses
from the higher keV gammas. You all are --
Mal i nckrodt, at | east, has got a very | arge presence
in Europe as well.

V. SCHWARZ: This is Washington
Uni versity.

MR. M GAFFI GAN: Oh, okay. You're
Washi ngt on University.

M5. SCHWARZ: The institute, right.

MR. McGAFFI GAN: Do you have --

DR CERQUEI RA: Mal I i nckrodt endowed t hem

M5. SCHWARZ: We were endowed.

MR, M GAFFI GAN: Ckay. Mal |'i nckr odt
endowed you. GCkay. You don't know --

M5. SCHWARZ: They are not supporting us.

MR. McGAFFI GAN: Do you have any i dea how
Mal | i nckrodt deal s or howt he Eur opean conmuni ty deal s

with these issues? Because 40 percent of our
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occupational dose limt, whichis what you said you'd
get to when you deal wth accelerator-produced
i sot opes, i s about what the Europeanlimt is goingto
be. I mean their limt is now ten rem over five
years, no nore than five remin a year

And when t he Mal | i nckrodt peopletal kedto
me at one point in the |last year or so, they nenti oned
that it was the accelerator part of their operation
which would be the nobst problematic in terns of
nmeeti ng t he Eur opean comuni ty standard, which | don't
t hi nk has been adopted by every country, but it has
been the standard. | think the Germans have now
adopted it, for exanple, and the Spani sh. But do you
have any i dea howthey' re coping wth this, given that
it's a-- that their nmedical practice has to be pretty
simlar to ours?

M5. SCHWARZ: | don't knowfor certain how
they're handling it. | do know that the US. is
probably in a different position than the European
community, because | nean wth this issue of
freestanding PET centers, they've proliferated to a
nore rapid extent, | believe, inthis country, not to
say that they won't in that country. But | think what
eventual Iy, you know, we are novingtointhis country

too is change of operations of how we handl e dose
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drawi ng and things like this. And, you know, we're on
alearning curve, as |'mcertainthey are too, because
PET has accel erated trenendously in the | ast severa
years, actually. So we're --

MR. McGAFFI GAN: We have apparently one --
| listento on WIOP Radio as |'mdriving in. There's
one sonewhere here on Rockville Pike that istryingto
get -- they call it full body inmaging or something,
"Come in and get your heart and everything else
checked out."

M5. SCHWARZ:  Yes.

MR, McGAFFI GAN: You cannot -- it's
advertised on the radi o nowadays pretty broadly. It's
pretty amazing stuff.

M5. SCHWARZ: Yes. | nean and | believe
the technology will continue to grow, and it's just
that as we're | earni ng, we have to nake adj ustnments in
how we handl e things, but that it is a higher energy,
and even doi ng all that we can, we do still see higher
doses.

MR. McGAFFI GAN: Ms. McBurney, one of the
guestions -- points you nade was that the agreenent
states had to nove forward with certai n rul es, because
the technology is there. Does that say sonething

about how quickly we're going to have to anend this
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rule to bring it -- I knowthere was sone talk in the
Nati onal Materials Wrking Goup about this being an
area where the states m ght take the | ead i n anmendi ng
Part 35to bringin sone of the advanced t echnol ogi es.
Do you have any idea where that stands?

M5. McBURNEY: | think that the proposed
rule on energing technologies does |eave enough
flexibility --

MR. McGAFFI GAN:  Ri ght.

M5.  MBURNEY: -- in the licensing
process. But as we go forward, | think that perhaps
sonme of the states can work with the NRC staff to
devel op for the rul emaking i n sone of these areas, on
t hese conbi nation units and that sort of thing.

MR. McGAFFI GAN: My under st andi ng was we
put that sort of placeholder so as to have
flexibility.

M5. McBURNEY: Right.

MR. McGAFFI GAN:  But then once sonet hi ng
mat ured, we were going to nove it into the rule
itself. And it's that process of noving things into
the rule itself that perhaps occasionally we will --
if a state has gone first and it has a decent nodel
maybe we should learn fromthat. |Is that what you're

basi cal | y proposing?
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M5. McBURNEY: That's right. Some of the
i ntervascul ar brachyt herapy technol ogies are rapidly
changing on how it's done.

MR. McGAFFI GAN:  1'd imagine, just from
the point of view of our own people who are in
agreenent states, that we have the District of
Columbia, and | think Georgetown and Washington
Hospital Center and all those guys think they're
pretty good and probably are using nost of these
techniques. So I'msurprised we're not hearing from
them that we need to nove -- if the technology is
mat ured, nmove into our rule fairly rapidly.

DR. WLLIAMSON: Well, | think one virtue
of the way it's being handled in the new Part 35 is
you can get a lot of practice witing |licenses and
| i cense gui dance, which you can adapt and change.

MR. McGAFFI GAN:  Maybe it all emerges.

DR. WLLIAMSON: Then at sonme point it
will enmerge, and this will also serve as a nodel for
the states, the first guidance that's witten by NRC
for licensing specific scope licenses to use these
products.

MR, M GAFFI GAN: Ckay. M. Chai rman

that's all | had. Thank you.
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CHAI RVAN MESERVE: Comm ssi oner
Merrifield?

MR. MERRI FI ELD: Thank you, M. Chairnman.
The i ssue of Part 35 has been one that the Conmi ssi on,
| think, has spent an extraordi nary anount of time on,
as it should. And we nanaged to have felled quite a
force in our effort to get here. | appreciate the
very hel pful comments today and the information that
i's provided. I'"m particularly curious about the
i ssues raised by Dr. Vetter and Dr. WIIianmson about
some of the uni ntended consequences, and | intend, as
a follow through on this neeting, to certainly
through ny staff and through the staff of the
Conmi ssion, to understand a little better fromtheir
standpoint, if in fact they agree with the anal ysis.
Qbviously, if it's taken at its face val ue, obviously
it is troubling.

| am struck, however, with the positive
comrents about where we're going. | am al ways
rem nded t hat i n Washi ngt on we use the ol d sawthat we
shal | never |let the perfect be the eneny of the good.
And, overall, | think we're going in the right

direction in that regard.
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M. Chairman, | don't have any foll ow up
guestions, given the fact it was a very conci se and
useful briefing. So | pass my questions. Thank you.

CHAI RVAN MESERVE: Thank you. | al so j ust
have a few brief coments and questions. Dr .
Cerqueira, | know that you made nmention in your
comments about your request that you hope the user
conmuni ty woul d be i nvol ved i n t he devel opment of the
guidance. And let ne -- thisis avery major activity
for us nowin nmoving out in Part 35 to make sure that
we get the wi sdom of the user conmunity involved in
t hat .

And t here are wor kshops that are pl anned,
and we do anticipate that that will be a very public
process, that some of the comruniti es have rai sed sone
i ssues associatedwith this rule, and on behal f of the
Comm ssion, | have conmuni cated with them and urged
that they participate with us and with the staff in
hel pi ng to devel op gui dance that in particul ar deals
wi th diagnostic nedical uses. And we very nuch
wel cone all of you to participate as well, and that
t hi ngs that we haven't cleaned up intherule itself,
| think there's a | arge nunber of things that we can
fix in the guidance docunents, and that's our intent

to do that.
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DR. CERQUEI RA: Conmm ssi oner, just one
comment. The tineliness onthis is kind of inportant
al so, and we obvi ously want to go through the process
to get the stakehol der input, but at the sane tine, if
we have the regul ati ons published and don't have the
gui dance docunents, it's going to create a certain
amount of confusion, which is inevitabl e whenever you
make these changes. And | guess ny question is
realistically can we get the guidance docunents
drafted, reviewed and finalized in six nonths?

CHAI RVAN MESERVE: Wl |, that's our hope.
As you know, there was gui dance docunents that have
been devel oped t hat have acknow edged i nadequaci es i n
t hem And the idea, at l|east for the diagnostic
medi ci ne, was where we felt there was particular
confusion, as to what the Conm ssion intended, is to
try to have a gui dance docunent that is specific to
t he diagnostic application and to make clear that
sonmet hing that may not be as transparent in the rule
as we would have hoped, that there are many areas
where there are regul ations that we did not intend to
apply and others where perhaps there's nore
flexibility than had been perceived in the past.

DR. WLLIAMSON: | just wanted to nake one

conment about the therapeutic regulations. | would --
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it's really not correct to say they're |less
prescriptive than the old ones. The 35.600 and 400
contained |l ots of detailed regulations. Wat's good
about themis that they conply and are nore simlar to
t he standards of practice that we use now. American
Col | ege of Radi ol ogy practice standards and AAPM Task
G oup reports. But | think there is a concern

If this docunent is to lead to a
per formance- based regul atory system thisis goingto
be dependent upon howit's inplenmented and enforced.
And if the inspectors go out there with the sane ki nd
of m ndset that they' ve used in the past, it's going
to be just like it was before, maybe slightly
di fferent techni cal requirements but the enphasis w ||
be on whet her you signed this or dated this and not on
the quality of the program

So | think just to make the general point
that this new regulatory initiative wll be
performance based only to the extent that the worker
force that inplenents it is trained, and there are
appropri ate gui dance docunents.

The second point isif it's going to take
some nonths to prepare this guidance docunent and
training docunments and so forth, wouldn't it be

reasonable to delay the publication of Part 35 by
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three nonths so at | east the user community gets a few
nonths of lead tinme to sort of get an i dea of what the
regul atory system is before they go ahead and
i mplenent it? | have this concern that on day 179 t he
gui dance docunents wi Il be nade avail abl e, and on day
180 it's a newworld, newregul atory worl d, and nobody
wi Il know what's goi ng on.

MR. M GAFFI GAN: M. Chairman, | don't
think that's the -- the guidance docunents, the
changes we're talking making to themare relatively
nodest. | nean they do exist. They' ve gone through
numerous drafts. W do have to nmake sone changes.
And | can't imagine we can't have themout within two
nont hs fromnow, so 30 days after we publish the rule.
So | nmean you' d have 150 days to have wor kshops, get
it fixed up. |1'mopen, but this thing has been around
for an awmful long tine.

DR. CERQUEIRA: Yes. |I'd sort of second
that also in the sense that, you know, we've had
drafts of Part 35 revisions around for three plus
years, and yet nowwe're still finding that there was
some uni ntended neaning. So | think it woul d be nore
i mportant to get it out and deal with sonme of these

ot her issues as they cone up.
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CHAl RMVAN MESERVE: Well, it is our -- |
don't want to have -- leave any inplication we're not
going to address these issues. W're goingtotryto
do themin as tinely a fashion as possible. | think
that the sense of the Comm ssion has been that there
are inprovenments inthe revised Part 35. W'dliketo
make sure that we attain them and we're going to work
t hrough the problenms as we confront them

But it does seemto ne that none of us
shoul d expect that with the publication of Part 35 and
with whatever effort that we nmake to issue the
gui dance that the battle is over. | nean this was a
very conplicated regul atory regi me. There's | earning
on both sides that has to take place. There's
training that has to take place. And | take your
point that this is something that it is a work in
progress, and we ought to approach it that way, and |
think that we understand that.

MR. McGAFFIGAN: M. Chairman, |'d also
mention, | know from ny experience here there is at
| east one rule where we put it into effect and we
di scovered that we really couldn't put it into effect
because there was a Catch-22, and | think we had sone
sort of enforcenment discretion regime for sone period

of tine. So there's all sorts of instrunents
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available to us if there's sone aspect of this rule
that isn't quite ready for prine tine 195 days from
now, whatever, to deal with that.

MR, MERRI FI ELD: I would say, M.
Chai rman, not to take your time, but we went through
a simlar issue associ ated with our inspection of the
reactors. W changed our way of doi ng busi ness, and
part of that was associated with changi ng the way our
i nspectors did business. And | think the concern here
is the inplenentation by our staff is only so good,
and | think the Conm ssion has denonstrated its
reflection and attentionto this issue, and that wll
conti nue.

CHAIl RVAN MESERVE: And ACMUJI's conti nue
focusing on this issue is sonething that we would
wel cone as wel |.

DR. CERQUEI RA: We're committed to working
with you on working through some of these problens
that will inevitably come up. And I think you have
the Commttee's support on that.

CHAI RVAN MESERVE: Both Dr. Vetter and Dr.
Wl lianmson tal ked about aspects of our rule as to the
board certification where we may have dropped t he bal |
with regard to authorized medical physicists and

radi ati on safety officers. Arethere other categories
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where we've -- you haven't noticed as yet because
you're not in those professions, and we need to | ook
at these regulations as well? Do you know? | nean
has anyone done a conprehensive exam nation of how
we' ve done these certifications to make sure that
we' ve caught all the places where there are possible
areas where we've not appreciated that the existing
certification requirenents are ones that we haven't
captured in the rule?

DR, CERQUEI RA: | think from the
di agnosti c aut hori zed user physi ci an cat egory, nost of
the things are being dealt with in terns of board or
training and experience. And perhaps Dr. Nag or Dr.
D anond would like to comrent upon the radiation
oncol ogi st or the therapeutic applications.

VR. NAG Subir  Nag, Chio State
Uni versity, menber of the ACMJI, radiation oncol ogi st.
| think one possible place where we may have sone
probl ems, and |' mnot sure whether we will or not, is
if you are a board certified radiation oncol ogi st and
you have requirenents that you don't have a gamm
knife in your center, if you are going to a center
you' re board certified and your newcenter has a ganma
knife or has HDR and you are not trained on HDR

whet her you will be allowed to be an authorized user
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t here or not. Another possible place where we may run
into problens is the requirenment if we are going to be
usi ng any unseal ed i sotope whether we will run into
any problemor not. That is one possible place where
we may have conflict. | haven't really seen the new
docunent and how it will be applied in practice, so
that perhaps nmay be nade clear in the guidance
docunent .

DR. CERQUEI RA: | think that's inportant
because sone of these areas | mean you have limted
applications or alimted nunber of units out there.
And what we tried to do with the rule was to have
peopl e have specific training in an area in which they
were going to be using. And you can't require that of
everybody, and yet you need to have a nmechani sm
think the guidance docunents may allow you the
opportunity to tailor for these specific issues that
have come up

DR. WLLIAMSON: In the 35.600, which is
t he photon-em tting devices, it gives a definition of
aut hori zed user, which includes the sane kind of
| ogi c: board certification that conplies wth
Paragraph B or Paragraph B, and then it includes
residency and so on. But in the experience that it

describes that you have to have, it talks about
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checking treatnent plans for high dose rate
brachyt herapy and witing prescriptions. Sotheclear
implication is, is that that has to be an existing
component of the training program although the
| anguage i s different enough that maybe there will be
some way to weasel out of it.

The ot her change that' s i nportant i s under
the old regulations certification by the Anerican
Board of Radiology allowed one to be an authorized
user for radiopharmaceutical treatnments wthout
qualification. And there is, | think, possibly sone
problemthere. As we were tal king about it before, it
is not clear that the Anerican Board of Radiol ogy
requi res fixed nunber of cases that woul d conply that
woul d al |l ow radi ati on oncol ogi sts carte bl anche who
have certification to practice wunder the new
regul ati on.

(END TAPE 1, SIDE A)

(BEG N TAPE 1, SIDE B)

DR. W LLI AVSON: - - unseal ed
radi opharmaceuti cal and as a brachyt herapy treat nent
source too.

CHAI RVAN MESERVE: Ckay. Good. Thank you

very much. Commi ssioner Dicus?
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MR DI CUS: Thank you. It is a great
advant age bei ng the cl eanup batter. You don't usually
have quite as nuch going, particularly when there's
been a very clear and precise presentation. Mybe
"1l just nake a couple of comrents and one question
to Ms. McBurney. Are the agreenent states or | guess
it woul d be CRCPD wor ki ng on gui dance or are they ki nd
of waiting to what we get?

M5. McBURNEY: | amnot sure, but | assune
they're waiting on the NRC gui dance.

MR. DI CUS: Ckay.

M5. MBURNEY: | don't think they're
wor ki ng on the gui dance docunents at this tinme.

MR DI CUS: Al'l right. And to backup
what's already been said, | know we have a great
interest in getting our guidance out very quickly with
therule. W did step back to nmake some nodifications
based upon sone concerns that were raised, tried to
make this as cl ear and as good an i npl enentati on as we
can, given the fact that we are, as the Chairnman said,
wal king into a little bit of some new areas and are
trying to deal with that accordingly.

We certainly don't want any unintended
consequences. W hear what you're saying, and it's

something we need to take a ook at. W certainly
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will. | was a little bit relieved to hear you say,
Dr. WIllianson, that maybe you didn't -- you kind of
mssed it the first time around, didn't really
understand the inplenmentations. | think Dr. Vetter
menti oned perhaps we did make a slight change, at
| east, in the one area. So sonething we need to | ook
at alittle bit nore.

And let nme, as a final comment, and it
also backs up -- it comes off on sonething
Conmi ssioner Merrifield nentioned, when we did go to
our newreactor oversight program and we studi ed t hat
for aquite a while, we recogni zed that it was a work
i n progress, that we woul d have to nake nodifications
as we went along. But one of the concerns that was
raised is will our resident inspectors, our regional
i nspectors, so forth, really be able to change how
t hey had al ways done business? And did we have the
ki nd of training program the kind of oversight of our
own staffs, our own managenent, that those changes
woul d occur? And | was concerned about it. | had
resi dent inspectors tell me they were concerned about
what was their new job going to be? And also | had
the industry expressing their concern.

We have been successful. O course we

still have a little bit of work to do, but our
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resi dent i nspectors have been abl e t o make the shifts.
They are being able to deal with the new oversi ght
process. Gven the fact it is a work in progress and
we are having to make sonme nodifications fromtine to
time, it is working. So I think we've got a track
record on one side of the house of successfully doing
this, and I think that nmessage is loud and clear to
t he other side of the house to do the sane thing. So
just to pass that along. Thank you, M. Chairman.

MR. MGAFFI GAN: M. Chairman, could | --
there's just one question | forgot to ask. Dr .
Cerqueira, do you have the medical specialties you
need represented on the Board? We gave you an
addition recently to the Board, and that was in
response to sonme conment you had nmade to us. Are you
now - - gi ven what you see comi ng the next five years,
are you now in reasonably good shape, in ternms of the
peopl e you have on the Board?

DR.  CERQUEI RA: I think we are. The
addi tion of --

MR. McGAFFI GAN:  The Committee?

DR.  CERQUEI RA: -- an interventional
cardi ol ogi st withintravascul ar brachytherapy | think
will give us sone input froma community that was not

represented on the Board. | think some of the issues
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that were brought up about this mxed dosing is
sonething that the Committee -- | see that as a
problem and | think that's sonmething the Conmttee
can deal with.

And a lot of these issues we've tal ked
about relate to staffing and just availability of
people, and that is going to be a big problem I
don't know how the Commi ssion is going to be able to
handl e it, but it's sonething that we're going to nmake
all of these rules so that we can use these radiation
safely, but sonmehow we're going to need to get the
manpower to be able to do it. Even sone of Sally's
concerns with people getting a | ot of radiations and
since there aren't enough radi opharmaci sts out there
that work can be split up anobngst different people.
But | think the conposition of the Conmttee at this
poi nt represents all the maj or stakehol ders and shoul d
be able to deal adequately with the issues for the
next three to five years.

MR. McGAFFIGAN:. M. Chairman, | didn't
intend to ask this, but the FDA nust face the sane
i ssue. | nean t hey do machi ne exposures to radi ation.
There really is a concern. | don't know how we're
going to deal with it, but we have to have -- we have

a hard enough tine with state sal aries what they are
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havi ng peopl e out there capable of regulating these
things is going to be a trenendous chal |l enge, given
t he pay scales in the industry and t hen t he pay scal es
of fered by governnent. Maybe we need to find sone
really creative ways to deal with that, but | don't
know what those are, other than oftentines in the past
peopl e give higher pay for certain specialties in
federal pay. NH tends to have higher pay than the
rest of governnment, et cetera. But selling that to a
state | egi sl ature, the Departnent of Heal th, that may
be the only way to go is that if you want us to be
able to do our jobs, you have to pay us a little bit
nore and pay us a little bit nore than sone of the
ot her fol ks in governnent.

DR. CERQUEI RA: But part of the problemis
the training prograns that used to exist for alot of
these specialties are not there anynore, they've
cl osed down. And we're also getting a shift. People
can meke nore noney in a private practice, out-of-
hospital setting doing less work than they do in a
hospi tal . So hospitals are extremely hard hit by
this. And paying people -- there just aren't enough
peopl e. You can have a $20, 000 si gni ng bonus and gi ve
a top salary and people are still not taking the

position. It is sonething that's going to affect us.
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We're getting technol ogies that are being used nore
frequently for diagnosis and t herapy, and peopl e want
it, patients need it, but we're not going to be able
to provide it in the future to the peopl e because of
| ack of manpower .

MR. MCGAFFI GAN: It woul d be niceif these
PET scan commercials that | hear on WIOP Radi o as |
drive to and from work admtted that the word
"nucl ear"” was part of their -- was part of what they
were selling. But you' d be hard-pressed to figure out
t here was any nucl ear material involved listening to
t he advertisenments.

DR. CERQUEI RA: And they've hired all the
technol ogi sts from the hospitals and from the N H.
The NIH has had five technol ogi st vacancies for a
year, and they can't fill them

MR. McGAFFIGAN. Is that right?

DR CERQUEI RA:  Yes.

CHAl RVAN MESERVE: Dr. WIIlianson?

DR W LLI AMSON: Vell, just to nake a
comment about the RSO. | think the shortage of health
physi ci sts and the fact that naybe many of those that
exist can't be RSOs in major institutionsisreally a
problem The tradition focus of a radiation safety

program is the RSO as a person who's kind of
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i ndependent of the individual users and able to have
an i ndependent poi nt of vi ewand sone power over them
And I'mafraid what will happen is there will be nore
of a tendency for clinical users, physicists and
authorized users to becone RSGs even in conplex
progranms, and that wll elimnate a lot of the
i ndependent oversight that exists. So, in a way, not
havi ng an i ndependent certification organ for RSGs is
short-sighted, and in the long run could erode the
ef fectiveness of radiation safety prograns.

CHAI RVAN MESERVE: Wl |, I'dlike to thank
all of the Commttee nmenbers for -- excuse ne, did you
have sonet hi ng? There's a m crophone over there. You
m ght identify yourself for the transcript.

MR. NAG Subir Nag, nenber of the ACMJI,
radi ati on oncol ogi st. | have a coupl e of questions to
t he Conmi ssioners. One of the feeling that we have
addressed at the ACMJ we know we are an advisory
body. W sonetines feel that we rmake our
reconmendations, it goes to the NRC, and sonetinmes we
don't get the feedback. Maybe you have the right to
overl ook or not take the advice, but we have spent a
| ot of tine, and we do not know why sone of these are
not taken into account. We would |ike, if possible,

to have feedback as to why those were not taken into
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account . I think some of us have frustrations in
ACMUI, al though I' mjust a newnenber. That's sone of
the frustrations |I've had. | don't know about the
ot her menbers.

The other point | wish to nmake is that

just like sonetinmes the wording of "and" and "or,
| i ke the ones for the nedical physicists and for the
RSO, there may be one simlar one for interventional
brachyt herapy. And we, at the ACMJ, have not had t he
time yet to discuss the recent gain of the principal
| essons of physicists or the authorized user, what
some of those unintended consequences are. W are
goi ng to di scuss hopefully sonme of that tonorrow. But
sonme of these have been i npl enented sonewhat quickly
wi thout taking into consideration what some of the
consequences w |l be.

CHAl RMVAN MESERVE: Thank you. You have
anot her conmment ?

MR. DI AMOND: Thank you. My nane i s David
Di anond. I'"'m a radiation oncol ogist, also on the
Advisory Cormmittee. |'ve been on the Conmittee for
two years, sothisis nmy first opportunity to neet you
all, and we appreciate it.

| thought it would be useful to take a few

nonments to al so gi ve you a sense of sone of the other
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i ssues that we've been di scussing the past two years
or so in our body, give you a sense of other things
that are on the plate. One thing that you probably
have a sense of is that there's an explosion in the
use of radi opharmaceuticals, both for diagnostic and
for therapeutic purposes.

My own particul ar feelingis that over the
next three to five years in ny particul ar area, which
is the treatnment of folks with cancer, is we're going
to see an explosion in the useful ness of various
nodalities to target antibodies for cancer therapy,
and even subsequent on the horizon these new
t echnol ogi es, which are known as nanogenerators, in
whi ch al pha-emtting particles are actually absorbed
into cancer cells directly in an effort to go and
cause cell kill. So there's an expl osi on of these new
t echnol ogi es, and as Conmm ssi oner McGaffi gan pointed
out, we're trying to keep up with some of these new
t echnol ogi es, and we wel cone the fact that there's a
Subpart 1000 that all ows us sone flexibility in howto
keep a handle on it.

|"d also like to |l et you know t hat there
are some other issues that we've been working on
behind the scenes, so to speak. Firstly, the joint

working group between the Anerican College of
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Cardi ol ogy and the Anmerican Society for Therapeutic
Radi ati on Oncol ogy, al so know by t he acronymby ASTRO,
has spent hundreds i f not thousands of hours tryingto
resol ve behind the scenes, so to speak, these issues
regarding some of the friction wth vascular
brachyt herapy. Vascul ar brachyt herapy, for those of
you who don't know, is the relatively new technol ogy
in which we use sources of radiation actually wi thin
part vessels to try and prevent restenosis after
bal | oon angi opl asty, and we bel i eve that we have been
very successful in working out a lot of these
di fferences that heretofore had beenadifficulty, and
we | ook forward to continuing that rel ationship.
Anot her issue is that, unfortunately, as
the sequel a of Septenber 11, there's been a |ot of
popul ar concerns regarding the terrible idea or the
terrible possibility of sone intentional release of
radi oactive materials, and I'd |i ke you to know t hat
the Anerican Society for Therapeutic Radiation
Oncol ogy, or ASTRO, has been working wth other
agencies to help dissem nate information to those of
us inthe nedical fields to educate ourselves and j ust
be i nfornmed God forbid that sonething terrible shoul d

happen. And, of course, there are a | ot of resources
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avai |l abl e to us, such as REACTS, that have been very
hel pful in that.

So I just wanted to convey sone of these
senses to you. I know we didn't discuss them in
detail as a full presentation, but | thought you nmay
find that useful. Thank you.

CHAI RVAN MESERVE: 1'd like to thank all
of you for your comments. W very nuch val ue your
advi ce and appreciate the time and effort that you put
into advising us. And | realize that we've talked a
| arge anpunt today, of course, about Part 35, and, as
| think all of us have nmentioned, we are all conmitted
to making sure that's a success. And we would very
much wel come your conti nui ng oversi ght and conments to
us in that area. Wth that, we're adjourned.

(Wher eupon, t he NRC briefing was

concl uded.)

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




