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PROCEEDI NGS
(8:05 a.m)
CHAI RVAN MALMUD:  Good nor ni ng, | adi es and
gentlemen. W would like to get started so that we
conpl ete today's full agenda on tinme. There'll be a
slight change in the program and M. Essigw || begin
first with some adm nistrative issues. Tom
MR. ESSIG Just a couple of follow up
items fromyesterday. One is, there was a question
asked on the ACMJ Menber Handbook, and | believe it
was Ral ph Lieto that had asked the question about
speci al governnent enpl oyees. W touched base with
John Szabo fromour O fice of General Counsel, and his
response is as follows; as to the nmenber's question,
ACMJI nenbers are considered special governnent
enpl oyees t hroughout their tenure and are subject to
federal |aws and regul ations for special government
enpl oyees. And then he goes on to say, which is, |
bel i eve, what you t hought was t he answer anyway, so we
should clarify the handbook so that it just doesn't
read only when you' re attendi ng neetings and t hat sort
of thing. It's during the termof your appointnent to
the comm ttee.
And then he goes on to say what is

rel evant i s that when t hey are not perform ng services
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7
for the ACMJI, the nenber should not use their ACMU

title or menbership for any non-NRC purpose, unless
aut hori zed; such as, using your ACMJ position to
benefit others. That was his response, and hopefully
that clarifies that matter. But | believe -- ny
t hought was we ki nd of suspected that was going to be
his response anyway, but this clarifies the issue.

A second administrative nmatter was
yesterday when we were talking about the nuclear
materials events database, and | believe M. Lieto
asked the broader question about searching of the
dat abase and | ooking at these -- event information
that wouldn't strictly be a nedical event, but it
woul d be sonething that had a clear connection to a
nmedi cal event; such as, a | eaki ng radi opharmaceuti cal
package and that sort of thing.

My response would be yes, that would be
worthy of also |ooking at those events. | woul d
rem nd the nmenbers that they all have access to NMED,
and | sensed fromthe di scussion yesterday that if M.
Lieto, and perhaps others, would be interested in
doi ng sone systematic searches of NVED to ferret out
information of that type - nanely, nmybe a
transportation event or a |eaking package and what

m ght be the trends there, | think that information

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

woul d be certainly val uabl e.

| have two of ny staff here in the
audi ence, Mchelle Burgess - if Mchelle woul d wave
her hand. She is in the blue over there on the left.
She is the NMED Project Manager, and any questions
t hat any of the nenbers woul d have about either access
or how do | navigate once | get in NMED, she woul d be
happy to sit down with you on the tel ephone and wal k
you t hrough NVED. Her extension is 5868, so that
woul d be (301) 415-5868. And al so, anot her nenber of
ny staff who is know edgeable in NMED is Ivelisse
Cabrera. lvelisse, if you' d raise your hand. She's
sitting next to Mchelle, and her extension is 8152.
And so either one would be available to help any of
t he nenbers navi gate through NVED.

| think we mght even consider, M.
Chairman, if you're agreeable, that since M. Lieto
expressed an interest in NMED, if he m ght want to do
some sort of pilot searches, if youw I, and use t hat
as maybe feedback to the conmttee, and it m ght help
structure some of the conmttee's review of the
nmedi cal events to |ooking at sone of these rel ated
events, and then maybe even | ooking at the nedical
events that were included in your package. So with

your okay, | would suggest M. Lieto being --
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9
CHAl RVAN MALMUD: |If he has sone tinme --

MR. ESSIG | sensed the okay was al r eady
gi ven yesterday when he broached the subject, but |
didn't want to be too presunptuous.

And it seened like there was a third
matter, but it will occur tonme later, so | think that
t akes care of the adm nistrative itens that | wanted.
|"msorry. Charlie has one.

MR. MLLER Yes. | had the occasion to
talk to Szabo this norning also. | raninto him and
| specifically focused onthe questionthat was rai sed
by you, Dave, concerning the travel. | think Tom s
answer with regard to the periods, during your whole
appoi nt nent period you' re governed by that 24/7. He
said he doesn't necessarily agree with the | aw, but
we're bound to uphold it. So again, if you have any
guestions, feel free at any tinme to give any of us a
call, or John Szabo directly. He's nore than willing
al ways to answer any kinds of calls of that nature.

CHAI RVAN MALMUD: Thank you. And t he next
itemon the agenda is the presentation of the fina
draft 10 CFR 35 T&E by Dr. Broseus.

DR. BROSEUS: Thank you all for having ne.
| want to lead off very quickly, have as short as

possi bl e presentation so you all will have plenty of
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time to discuss any issues that you mght want to
bring to our attention with regard to rul e making.
Let me just briefly go through the status of where
we're at.

The proposed rule, as you know, was
publ i shed on Decenber 9'" for a 75-day conment peri od,
whi ch ended on February 23"®. Since that tine, the
staff has been in the process to resolving comments
fromthe public, includingthe advisory committee, the
agreenment states, and so on.

The draft final ruleis nowout for 30-day
comment by agreenment states, and by the ACMJU. W're
doing this in parallel to keep things noving as
qui ckly as possible. The formal endi ng of the 30-day
coment period is October 18"

As | go through nmy presentation, |1'd like
t o enphasi ze that |1' mdi scussing the staff's approach
to the rule making. The issues before us are staff
di scussi on, and approval of our final recommendation
Wi th t he Nucl ear Regul at ory Conmm ssion's
conmi ssi oners.

Very qui ckly, as nost of you know, | just
want to rem nd you that Subpart J, which was due to
expire this Cctober, the staff published on Septenber

16'" an extension of the effective date for Subpart J
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to COctober 24'" 2005. The reference to the Federa
Regi st er announcenent is in your slides, if you need
it. Thisis goingtoallowtine for a board to apply
for recognition of board certifications under the
forthcom ng revisions to Part 35.

Let me briefly go through sone of the
exanpl es of key conments that we have on the proposed
rule. This is not meant to be an exhaustive listing
of the comments, by the way, but to pull out sone
exanpl es. The handout material s that were provided in
advance, including the rule making package, has a
detail ed summary of the comments.

The first onethat 1'dliketo nentionis
a preceptor's comment that they shoul d not be required
to attest to a candi date passing a board adm ni stered
exam and on the use of the word "attest" versus
"certify" inpreceptor statements. The staff believes
t hat the second coment is a good one. | neant to say
to the first one, and we'll go back to that in a
nmonent. That our final draft rule substitutes attest
or attestation for certify and certification in the
requi rements for preceptor statenents.

We feel that the conments that we recei ved
from ACMJ and the public are valid in that regard.

And al so, renoves alittle bit of anbi guity about what
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is certified versus attest. We have Dboard
certifications and attestati ons as preceptors.

The next slide --

MEMBER NAG | have a question about the
first part.

DR. BROSEUS: Sure. Yes, |'mcom ng back
to that right now.

MEMBER NAG  Ckay.

DR. BROSEUS: Ckay. An exanple of the
first one was fl agged by comrentors in proposed rule
35.390C, in which it appeared to apply - in fact, the
words did say that a preceptor would be attesting to
all of the requirenents for board certification,
i ncludi ng the exam nation. And the staff agrees that
it's inappropriate to ask a preceptor to attest to a
passing of an exam That's part of what a
certification is about, and so our draft final rule,
which you all had distributed to you, had that
requi renent renoved and reworded that. W al so sought
comrents on that, not just from ACMJI, but other
menbers of the public.

There also was a comment by ACMU and
menbers of the public to allow for the authorization
of radiation oncologists who conplete residency

prograns under 390. One of the big issues here, |
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bel i eve, for ACMJ and others was to nmake sure that
oncol ogi sts who are now abl e to performtherapies for
which awittendirectiveis required, using materi al
for whichawittendirectiveisrequired, continueto
have that ability. They qualify under Subpart J, but
many of themdo not qualify under what we have in the
proposed rul e.

We took this into account and devel oped a
new Section 396, which provides for well-trained
oncol ogi sts to have an avenue to be approved for uses
under 390. A key requirement that we have inthereis
to make sure that there's training and experience for
use of unseal ed sources, unseal ed byproduct materi al .

MEMBER NAG  May | ?

DR BROSEUS: Sure.

MEMBER NAG  You' re saying the preceptor
shoul d not be required to attest to candi date passing
board exam would be fine; however, this wll
contradict your 396 because you are going to have
someone who becane board certified, but may not have
had the 80 hours or may not have had a preceptor for
the unsealed source, and may require a separate
unseal ed source preceptor

DR. BROSEUS: That's okay.

MEMBER NAG But then you're saying
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preceptor should not be allowed to attest candi date
passi ng board exam Isn't that contradictory then?

DR. BROSEUS: The requirements -- there's
several conditions of 396, and I'd urge you to | ook
t hrough them But one of the key ones is that if an
individual is certified by a board for the other
sections where therapy has been done, the sealed
sources, brachytherapy or the high dose rate units -
if they are board certified and have the T&E for
unseal ed sources, then they may be approved.

We can go back and | ook and meke sure t hat
we haven't built in something that isn't appropriate.
If you have a particular observation, [I'll make a
little note and get back to you.

MEMBER NAG No. |If you go back to your
previous slide, and if you | ook at that, in 396 you
really need the preceptor to certify that three
unseal ed source, but here you are saying you are not
required to attest for a candi date passi ng board exam
So if soneone would pass board exam but needs an
addi tional attestation --

DR BROSEUS: | under st and.

MEMBER NAG. So you need to be careful how
you word that sentence, because otherw se you are

going to contradict yourself.
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DR. BROSEUS: So your comment is to make

sure that we're not requiring unnecessary attestati on,
and just attestation to the training and experience
for unseal ed sources. |Is that correct?

MEMBER NAG No. | think I'mtrying to
say that the wording should be such that you don't
contradict yourself. | mean, your neaning is -- they
are wel | -nmeant, but the wordi ng can be contradictory.
That's all |'m saying.

DR. BROSEUS: Ckay. Thank you. W'l
note that.

CHAI RVAN MALMUD:  WE al so have a comment
fromthe public.

MS. FAI ROBENT: Thank you, Dr. Mal nud. M
nane i s Lynne Fai robent with the Areri can Associ ation
of Physicists. Dr. Nag, the origin of the conment
that generated I'msure this first bullet on Roger's
behal f had to do with the fact that when a preceptor
is going to sign the preceptor statenent, the
i ndi vidual may actually have not conpl eted the board
examprocess. And, therefore, askingthe preceptor to
attest that the individual has passed the exam was
premature, so that was the origin of that.

MEMBER NAG | know the origin, but the

way it is put, it can beconme contradictory, and |I'm
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trying to say before it becones contradictory, you
need a preventative neasure. |  know what the
objective is and what it is meant to say, but the
wordi ng may not be what is really neant to say.
DR. BROSEUS: Ckay. Thanks for the
observation. W'IlI|l go back and | ook at that again.
CHAI RVAN MALMUD:  Roger .

DR. BROSEUS: Dr. Mal nud, there's sonebody

CHAIl RVAN MALMUD:  Ch, Dr. Zel ac.

DR ZELAC. 1'd just like to conment that
i f my under st andi ng of what 396 preceptor is attesting
to is sinply the additional nunber of hours of
unseal ed material training that the individual has
under gone, peri od. The individual who would be
appl yi ng for authorization would, in addition to that
preceptor statement, submt either a copy of their
board certification, for which no additional
attestation would be required. Is that correct,
Roger ?

DR. BROSEUS: Yes. "' m re-readi ng our
draft right now, and | believe that the concern that
Dr. Nag expressed is not there. However, | would
encourage you that if you see sonething there that we

haven't seen, to annotate it and call it to our
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attention because we want to have a rule that's out
there that's clear and understandable, and is not
internally contradictory. GCkay. So thank you for
| ooking at this very closely.

CHAl RVAN MALMUD:  Roger, may | ask for a
concrete exanple. Let's say that thereis aradiation
oncol ogi st, board certified, who now wi shes to use
unseal ed sources, but did not have experience in
unseal ed sources during his or her residency training.
How many hours of training does that individual
require be attested to?

DR BROSEUS: Under 396, it's 80 hours.

CHAI RVAN MALMUD:  Ei ghty hours.

DR BROSEUS:  Yes.

CHAI RVAN  MALMUD: Thank vyou. Dr.
W 1lianson.

MEMBER W LLI AVSON: Yes, | have sone
guesti ons too about the neani ng of 396. This is neant
to apply for any radionuclide and form of

adm ni stration other than oral. |Is that the correct

DR BROSEUS: It's witten for parenteral
adm ni strati on.
MEMBER W LLI AMSON: Wi ch neans what in

t he NRC?
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DR. BROSEUS: 1'd go back and | ook at the

dictionary, but | believe it nmeans adm ni stration by
injection. [It's not oral.

MEMBER W LLI AMSON:  So it woul d cover, for
exanmpl e, installation of P-32 radiochromc --

(Si mul t aneous speech.)

DR. BROSEUS: e didn't say
i ntravascul arly. We didn't say venous or anything
i ke that. We used parenteral. My under st andi ng
parenteral would include like --

CHAl RVAN MALMUD: | believe parenteral is
anyt hi ng except oral.

DR. BROSEUS: That's how!l woul d i nterpret
it, yes.

MEMBER W LLI AMSON: And so if the -- is
this to be done on a radionuclide by radionuclide
basis, or if, for exanple, a radiation oncol ogist
qualifies for say P-32 intra abdom nal installation,
and t hen subsequent|y wants to do Zevel i n or sonet hi ng
else - is there a need for the individual to do
anything else, or is this actually --

DR. BROSEUS: The rul e doesn't say that.
The rule says -- it doesn't nane a radionuclide, and
the intent in Part 35 now is to have nore general

rul es that cover broader aspects. You shouldn't have
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tocone infor alicense anendnent if sonebody -- you
know, | could conceive of circunstances where that
m ght be, but that's not the intent of the rule. The
intent of the rule doesn't say for P-32 or abdom nal
sitees or whatever. It isn't narrow, it's broad, for
which a witten directive is required for parenteral
adm ni stration, period.

MEMBER W LLI AMSON:  And | guess then that
a radi ati on oncol ogi st then by conplying with 396 and
getting 80 hours of training and experience, and then
doing what is it - 392 for thyroid radioiodine
treatment? Is it 392 or 3947

MEMBER EGGLI :  Dependi ng on whet her you're
doing a benign or malignant -- 394 is malignant.

MEMBER W LLI AMSON: So then by -- or if
they wanted to do 392, as well, then three tinmes 80
hours and they would be able to have the equival ent
aut hori zation, authorized user privileges as --

MEMBER EGGLI: It would be three times 80
hour s.

MEMBER W LLI AMSON: (Ckay. That was goi ng
to be ny follow up question, is that for nultiple --
how woul d you handl e t he case where a physi ci an want ed
to do both radi o | odi ne and nore general radionuclide

t herapy - would you want just one 80-hour training?
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DR BROSEUS: It sounds like it's com ng

under --

MEMBER W LLI AMSON:  Yes.

DR, BROSEUS: -- nowif it's really broad.
It depends upon what the particular application is.
| could foresee using material that would fall under
the requirenments for 396, and if they wanted to do a
certain level of activity with I1-131, they'd have to
nmeet 392 or 394.

MEMBER W LLI AMSON:  Yes. So that woul d be
anot her 80 hours, or could the same 80 hours be used,
and effectively the additional requirement for the
radi ati on oncol ogi st woul d be to have t hree supervi sed
radio lodine treatnents for thyroid carci noma?

DR. BROSEUS: Well, the requirenments for
case experience are in there, and so if a person
di dn't have t he case experience required for 392, they
woul d have to pick that up.

MEMBER W LLI AMSON: But t hey woul dn't need
an additional 80 hours of training and experience.

DR. BROSEUS: That's not the intent of the
wor ki ng group.

MEMBER W LLI AMSON:  What is the intent of
the -- in terns of trying to qualify for nmultiple

aut hori zed user privil eges.
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DR. BROSEUS: Well, | think theintent is

for an i ndividual who i s using byproduct material for
which a witten directive is required, to have
experience with unseal ed sources for which a witten
directiveisrequired. So they' re aware of the safety
requi renents, the hazards, the cautions associated
wi th these higher | evels of activity, soif they have
a spill or whatever, that they could take care of it.
Thi nk about this for a noment. Sonetinmes a physi ci an
is his own radiation safety officer, or her own
radi ation safety officer. It isn't to require 240
hours. 1t's to have an appropriate anmount of training
and experience for the type of use you're going for.
And it doesn't say P-32 and 396. Ckay.

CHAIl RVAN MALMUD:  Dr. Eggli.

MEMBER EGALI: To qualify under 396, |
don't renenber -- | don't have it in front of ne. Do
you have to be a 400 or higher authorized user to
qual i fy for unseal ed sources?

DR. BROSEUS: You don't have to be
authorized in the other types of uses.

MEMBER EGGELlI: (Okay. Because --

DR. BROSEUS: What it does dois admt, if
a person is board certified for those types of uses,

they may use that board certification as evidence of
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their T&E.

MEMBER EGGLI : But one of the issues
though is, there are only two ki nds of adm ni strati on,
basically. There's oral adm ni strati on and parent er al
admnistration, and if | can cone in under 394 and
396, | can do 80 hours of training, and | can bag the
700 hours in Part 300, so why the heck would | ever
want to worry about Part 300, because | can circunvent
Part 300 all together by doing 392, 394, and 396.
|'ve got everything avail abl e under Part 390.

VMEMBER W LLI AMSON: May we shoul d mul ti ply
the 80 tines --

MEMBER EGGELI: No, I'm not trying to
suggest that. But | think there's a potenti al
i nconsistency there. And if youlimted 396 to those
who are certified at 400 or higher, then | have no
problemw th 396.

DR. BROSEUS: |'msorry. Wuld you repeat
what you just said.

MEMBER EGGLI: To qualify to use unseal ed
sources under 396, if you have to be an authorized
user of 400 or 600, then I have no problemw th 396.
But if anybody can go an 80-hour pathway and get into
396 wi thout being an authorized user in 400 or 600,

then | have a problem
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CHAl RVAN MALMUD: But you have t o be board

certified.

MS. CHI DAKEL: If I could clarify; now
this is a technical discussion. | know this is a
t echni cal di scussion

CHAI RVAN  MALMUD: Wuld you please
i ntroduce yourself.

M5. CHI DAKEL: |'m Susan Chidakel. |'m
the Ofice of General Counsel Senior Attorney. I
don't know if you all have the draft final rule in
front of you or not, but if youw !l |ook at the draft
final rule, it says that thelicensee shall require an
aut hori zed user for the adm nistration requiring a
witten directive to be a physician who is an
aut hori zed user under 490, 690, or before Cctober
24'" 2005, 940 or 960, or certified by a nedical
speci alty board whose certification process has been
recogni zed under 490, 690, or before Cctober 24'", 940
or 960. So | don't know if this answers your
guestion. And then in addition, has conpleted these
80 hours and so forth. | don't knowif this resolves
your question or not.

MEMBER EGGLlI: It does. Thank you.

DR. BROSEUS: | think we're covered here,

because there is not an alternate pathway al so.
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MEMBER EGGLI: Ckay. |'mhappy with that.

DR. BROSEUS: Gkay. Great. But thank you
for attending to that, because that's sonething |
don't believe we necessarily thought about in the
wor Ki ng gr oup.

CHAl RVAN MALMUD:  Dr. WIIianson.

MEMBER W LLI AMSON:  Well, | thinkit's an
excel |l ent idea doing this 396, and resolves a | ot of
the conplexity and argunents that we've had over the
390. The only suggestion | would make to you to
consider istofoldintothis aparallel definition of
acceptabl e board certification, onthe assunptionthat
t he Ameri can Board of Radiology will eventual |y adapt
and require the 80-hours and three cases as part of
the certification process inthe future, so that then
the additional requirenments --

DR. BROSEUS: Vel |, i f ABR has
certification recognized for the other uses and a
person conmes in with 80 hours, they would neet the
requirements of 396, so | think there's sufficient
there now. Now they could add 80 hours and create a
new certification, but 396 does not need a new
certification. There's not a new certification.

MEMBER W LLI AMSON: Yes, | understand

that. |'msuggesting you could potentially structure
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396 to be the sane as the other rules, which would
have both an alternate pathway and a board
certification pathway, whi ch woul d t hen, at t hat poi nt
if and when Anerican Board of Radiol ogy adapts and
makes it clear that --

MEMBER EGGLI: | think the American Board
of Radiology intends that it's diplomts should be
certifiable for all 390 uses.

MEMBER W LLI AMSON: That' s ny
under st andi ng, as wel | .

CHAI RVAN MALMUD: May | suggest, in
listening to all these questions, that it mght be
nost useful if there were a spreadsheet which had
matrices in it, including certification by the
American Board of Radiol ogy, the American Board of
Physi ci sts in Medi ci ne, the American Board of Nucl ear
Medi ci ne, the Anerican Board of Radiation Oncol ogy,
and the American Boards of other specialties in one
col um, indi cating what the requirenents are for those
i ndividual s to achi eve satisfactory conpliance with
NRC r egul ati ons for the perfornmance of tests invol ving
unseal ed sources, so that it would be very clear to
any user what his or her requirenments are, because if
this coomittee, which has worked on it with you for

nont hs, if not years, remai ns confused, the public-at-
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| arge, particularly the wusers, are going to be
extraordinarily confused. And it doesn't seemto be
clear yet to us as a group, as to what the
requirements are going to be for individuals who wi ||
have conpl eted trai ni ng by Cctober, who will conpl ete
training after October, and what the additive nunbers
are, though you' ve clarifiedanissue certainly for us
t hi s nor ni ng.

| think a spreadsheet would be nost
useful, and that woul d be sonet hi ng t hat anyone coul d
| ook at and say well, this individual qualifies. |'m
not speaking about the credentialing process in the
hospital. That's separate. |'mtalking about NRC,
sati sfying NRC regul ations.

DR BROSEUS: | think | would refer that
to our Material Safety and Inspection Branch for
consi deration in devel opi ng gui dance with the rule.
| think at the point we're at, to devel op sonet hi ng at
this point, we'retryingto get this rule out so these
things will be in place, but | think a potentially
good suggestion for expl ai ni ng things and howthe rul e
wor ks, and so | would expect the MSIB to take this
under advi senment as a suggestion. There's been a hand
back here for quite some tine.

CHAIl RVAN MALMUD:  Yes, I'msorry. Could
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you i ntroduce yoursel f, please.

MR. MOCRE: Yes, sir. Dr. Malnud, I'm
Scott Moore. |'m the Chief of the Rul emaking and
Gui dance Branch. I"m Tom s counterpart. We can
certainly work towards getting such a spreadsheet, but
as Roger just noted, | don't think we would be able to
provide that within the tine period that we're asking
for comments back fromthe ACMU

We put this itemon the agenda primarily
so that the ACMJl can prepare conments back to us
within the tinme period that we need them and have
asked you for them which is Cctober 18'"

| just heard Dr. WIIliamson make a
suggestiontous with regard, | believe, to 396. What
we really need for the ACMJ to do is to nmake those
suggestions to us as a body in witing, and we have
anot her hour and a half for you all on the agenda to
prepare such coments in witing to us to work
toget her as a group, to decide what you want to make
in comments back to us, the agency, if you want to
make any such conmments on the draft final rule.

Wthin our time frane, we're asking for
t he agreenent state conmments back by the 18'", and for
us to stay on schedul e, we need t he advi sory comm ttee

coments back also by the 18'". W can continue to
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provi de comrents throughout the next hour and a half
and discuss the rule, but | do need to let you al
know t hat we need the ACMJI's comments to go forward,
and that's the tine schedule that we're working
agai nst.

CHAI RVAN MALMUD:  So you need conment s by
t he end of today.

MR. MOORE: W need t hemback by the 18",
sir.

CHAI RVAN MALMUD:  Dr. Di anond, | think you
were next, and then M. Lieto.

VEMBER DI AMOND: Ladi es and gentl enen,
obvi ousl y what we have here are sone very substantive
changes intheregul ations, andinthis pre-decisional
material, as you can clearly see, even we as very
experi enced nmenbers who have been working with those
regul ations, |I've been involved for six years nyself.
| think Dr. WIllianson for nine years. There are very
i mportant questionsrelatedto howthe regul ations are
being interpreted. There's absolutely nowway it is
appropriate for us to cone to a consensus opi ni on for
you by Cctober the 18'", absol utely no way what soever.

What ought to be done is that these pre-
deci si onal regulations ought to be released to the

st akehol ders, to the public, at this tine, so that
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everyone can take a | ook at them Good guidance is
not to suppl ant bad rul emaki ng, and | think we need to
get this out to the stakeholders. These are very
subst anti ve changes.

My under standi ng, for exanple, is that a
radi ati on oncol ogi st in practice who's currently not
| icensed to, for exanpl e, use sone of these materi al s,
wi Il not be grandfathered if he or she wi shes to use,
let's say Zevelin radio i muno therapy in the future
wi thout going through a fairly proscriptive set of
t asks. And | think that in the grand schene of
t hi ngs, we have | ost our main focus.

When this process started several years
ago, one of the key elenments was that we all agreed
t hat board certification would be the default pathway
to authorized user status. Now we're |earning that
because of the way the hours are enunerated, that
board certification in radiation oncology, for
exanpl e, by the Anerican Board of Radi ol ogy woul d not
necessarily acconplish that task because of how the
700 hours are acconplished.

We had Donna-Beth yesterday tell us that
we needed 700 hours of cl assrooml abor at ory experi ence
- to paraphrase - exclusively and specificallyrelated

to unsealed radio isotope material. M/ question to
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her is what are you going to tal k about for 700 hours
in classrooml aboratory exclusively related to that.
It makes no sense at all to ne. And the point rel ated
to that is it's a different interpretation of how
you' re counting hours that now | eads sone nenbers of
the staff to say that the ABR Boards in Radiation
Oncol ogy or not satisfying the requirenents and,
therefore, we need to create this new 396. So as you
see, gentlenmen and | adi es, | have sone serious issues
wi th the substantive and i nterpretive changes t hat we
see before us. And | believe the correct approach is
torel ease this pre-decisional material to the public
for public comment. And after discussion, |I'd be
happy to make a notion to that effect.

CHAI RVAN MALMUD:  Thank you, Dr. Di anond.
M. Bail ey. Excuse ne. M. Lieto was waiting in
l'ine.

MEMBER LI ETO | have two comments, one a
general question. At the teleconference, | believe
that one of the commttee nenbers had requested that
we have before us a version of the proposed rules
redl i ned, strikeout, underlined edition-type docunent
so that we could see where the changes were in
rel ati onshi p to what had been proposed froml ast year.

Has that been made avail able, or is that avail abl e?
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MR MOORE: | could address that. The

request at the teleconference was wherein the draft
rule was i ssued in final that a redlined strikeout be
prepared at that tine.

MEMBER LI ETO No, that was not the
understanding | think at the tel econference. 1'd be
glad if board nmenbers here --

MR MOORE: | disagree with you.

MEMBER LI ETO Well, | guess I'd like to
ask the conmmi ttee nenbers, because that's been one of
t he bi ggest problens in comng before this group, is
that we get this docunment which is what's supposed to
go to the Federal Register, and we have repeatedly
saidthat it's very difficult tolook at things out of
context with a specific rule, and that in order to
understand all the nuances that go into the changes
that the working group is recomrendi ng, especially
with these changes of 396 and sone of these other
t hi ngs regarding grandfathering and so forth, it's
very inmportant for us to understand what the working
group is intending to put in there, and be sure that
our understanding is correct. It's just plain
difficult to look at it through this part, and just
i ke happened a little bit earlier. There was a

m sunder st andi ng about what the working group was
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intending or has put in there versus what the
comm ttee nenbers have.

|*ve been on here through this T&E, and
this has been a request repeatedly from conmttee
nmenbers. And if I'"'m wong, I'd Iike one of the
comm ttee nmenbers to et me know, but that's one of
the things that | think really would aid. | would
heartily support Dr. Dianond' s statenent about the
realization that we're going to go through all these
changes in an hour and a half, come to a consensus for
t he NRC working group, | think is really unrealistic.
And | think a lot of committee nenbers that 1've
talked to didn't even recognize the October 18'
deadl i ne. Ckay. That that was going to be the
expectation, that we're going to spend | ess than two
hours, come out with a consensus docunent over all
t hese changes, and then wal k out of here with thisis
what the ACMJI wants to do, | think is a little
unrealistic; especially not having a good working
docunent to work from

CHAI RVAN MALMUD:  Thank you, M. Lieto.
The next was M. Bailey.

MEMBER BAI LEY: Yes. [|'mnot sure that
ACMUI is aware that the Organization of Agreenent

States has petitioned the NRC on this very item and
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this petition has now been accepted. And it seens
that assumng that NRC will take the petition with
sone seriousness, that were going to end up i n anot her
rul emaki ng process al nost i medi ately.

The agreenent states, all of themsigned
of f that they wanted this petition, that they're not
happy with the way the current rule is witten with
regard to T&E. It may not be -- the agreenent states
may not agree with the physician nenbers on T&E, but
at least we think it needs to be clear, and it needs
to be based on sone sort of information, sone val ue
j udgnents on real ly how many hours. It was asked, how
do you spend 700 hours? | personally do not know.

We have begun to look at what is the
rational e for the nunber of hours being required, and
for which groups? And | think maybe it's totally
premature to go forward with this rule at this tinme
until we have had nore coment.

MS. CHI DAKEL.: Excuse nme, if | my
interject here.

CHAI RVAN MALMUD:  Thi s i s Susan Chi dakel .

M5. CHI DAKEL: Yes. | wanted to sort of
clarify and sort of focus on what we're doing here, if
| may, from ny perspective.

The rule did go out for comment to the
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public, the proposed rule, with maj or changes went out
for comment and was published inthe Federal Register,
and we have received the conments back, so the public
did have an initial comment periodto reviewthe major
changes of the T&E

The main thing that is changing now with
our draft final rule is in response to the conment
that we should have a breakdown of the hours, a
speci fication of division up of the, say for exanpl e,
700 hours between on the one hand classroom and
| aboratory, on the other hand work experience. So
this is the main thing, and | do believe this is the
main thing that we need ACMUI's input on right now,
because the other changes, while there have been
changes made in this draft final rule, | think the
majority of the basis of the rule as it was, the
proposed rul e basically was essentially very simlar
to what we are comng out with now with the draft
final rule, with the exception of this hour issue.

Nowwi th regard to the hour issue, bear in
m nd that we not affecting the board certification
pat hway. We are not breaking down the hours between
cl assroom and | aboratory and work experience wth
regard to board certification. The proposal for the

breakdown of the hours goes only to the alternate
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pathway. And | think is what we - excuse nme, | see
soneone shaki ng his head. Do you di sagree with what
' ve sai d?

MEMBER NAG  Yes.

M5. CHI DAKEL: Pl ease.

CHAIl RVAN MALMUD: This is Dr. Nag

M5. CHI DAKEL: Well, basically that was
t he enphasis that | wanted to put on this, and we do
need ACMUJI's input on that particular issue, in
particular. That is the whole point and the whole
focus, as | seeit, of our discussionthis norning, so
that I want to nake sure that we're not going to go
into all other directions and not resolve this issue,
because the rest of the rule did go out, like I said,
for public comment with the exception of the 396.
This is true, that was added, and ot her changes t hat
| consider wererelatively m nor, but the mai n change,
and the main thing we need ACMJ to look at is the
di vi si on over the hours. And again, bear in mnd the
division of the hours only goes to the alternate
pat hway, does not go to the board certification.

CHAl RVAN MALMUD:  If you'd remain at the
m cr ophone.

MS. CHI DAKEL: Sure.

CHAlI RMAN MALMUD: The i ssue that both Dr.
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Nag and Dr. Eggli are going to raise, | believe, is
this; the board certification pathway is not
i ndependent of the alternate pathway since if an
i ndi vi dual does not pass his boards at first taking,
t hat individual will have to have docunented t hat the
i ndi vidual received a certain nunber of hours of
training in the course of preparation for the board
certification; that is, during the residency program
Therefore, the residency program nust include the
requirements of the alternate pathway, or the
i ndi vidual physician will not be able to nmeet NRC
st andar ds.

MS. CHI DAKEL: The individual always, of
course, has the option to do the alternate pathway.
Let ne just -- | don't want to be facetious.

CHAI RVAN  MAL MUD: Excuse ne. You are
incorrect, if | may say so. The individual does not
have the option of the alternate pathway when in the
course of his residency training, where he fully
expects to becone certified within a year or so of
conmpl eting the resi dency, those requirenments were not
nmet by the residency because though the current
regul ations indicate that only the alternate pathway
must have the nunerical requirenents, the residency

will not have prepared the individual unless the
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resi dency neets the alternate pathway requirenents.

MS. CHI DAKEL: | understand. | understand
what you're saying. | did hear the sane argunent
during the tel econ.

CHAI RVAN MALMUD: It's not argunent, it's

a fact.

M5. CHI DAKEL: And | understand -- well,
forgive me, |'msorry. W' re tal ki ng about semantics
here. | understand the discussion. | understand the

poi nt that you are making.

If I my, and I'm not trying to be
facetious or anything else on this issue - while |
understand the problem this is not a problemthat's
uni que to the medical profession, frankly speaking.
|'"man attorney. | went all through | aw school. |
took four years, or 3-1/2 years, or three years of
what ever it was to go through | aw school and neet al
of these tough requirenents and pass ny |aw schoo
exam If | don't pass ny bar, | have the sanme
problem so that this is - you' re shaking your head,
but it's true. | cannot practice lawreally before a
court if I"'mnot bar certified, which is essentially
t he same thing as being board certifi ed.

MEMBER EGGLI: That's wong. There are

boards who don't allow their candi dates to take the
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exam until they've been in practice for nore than a
year.

MEMBER DI AMOND: Under the new
requirenents for radiation oncology, radiation
oncol ogy residents who graduate their prograns, they
will take their witten boards in the fall after they
finish training. And if they pass that, they wll
take in the spring, foll ow ng conpl etion of training,
t he oral boards; thus, for a person who has conpl et ed
trai ning on schedul e, has conpl eted t he exam nati ons
and passed them sequentially, one will not be board
certified for essentially four years, so every single
resident comng out of training will not be board
certified for a mninum of one year, and during the
first year of practice by default woul d have to fall
under the alternate pathway.

M5. CHI DAKEL: | understand. | see what
you' re sayi ng.

MEMBER DI AMOND: And because of the way we
are enunerating these hours with the 700 being
specifically and excl usively devoted to the unseal ed
radi oi sotopes which makes no sense to ne, there's
going to be --

M5. CHI DAKEL: This problem-- this was

never -- | never heard this probl emexpl ai ned before.
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What | heard in the tel econ was the idea that people
woul d be failingtheir boards and, therefore, woul d be
out of luck. | never heard this discussion --

MEMBER DI AMOND: The ot her i ssue, just for
your information again - this is not the world in
whi ch you function - is the boards set failure rates
t hat unfortunately are probably artificially high, and
they do that for a nunber of reasons. The failure
rate for the Part 1 Witten Boards i s somewhere around
30 percent, so you have sone very, very highly
educated wel | -trained people that are failing sinply
to neet the criteria of the curves. The fail rates
for the orals - Subir, what do you think - they are
probably around the sane?

MEMBER NAG  Thirty percent.

MEMBER DI AMOND: So you're tal ki ng about
| arge nunbers of extremely qualified people who are
not passing on their first go-around. There's really
no stigma associated with it. I1t's kind of the way
the gane is pl ayed.

MS. CHI DAKEL: Let nme see if | can
under st and your position then. Are you saying that
you don't feel there should be any change as far as
specification of hours, either in the alternate

pat hway or the board certification path?
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MEMBER DI AMOND: | think the main i ssues,

if I may, are that -- ny sense is that the NRC staff
isinterpretingthe enunmeration of hours differently.
And based upon that different interpretation, the
Anerican Board of Radiology for Radiation Oncol ogy
certification wouldnot neet all the requirenents that
are being enunerated and, therefore, we're falling
into this alternate pathway problem That's nunber
one.

Nurmber two, all of the residents com ng
out of training noww || not be board certified for at
| east a year and, therefore, will all fall into the
alternate pathway matri x.

CHAl RVAN MALMUD:  Dr. Nag.

MEMBER NAG Ckay. | do have a few
conmments. Al though this was out for public comments
a coupl e of weeks ago, this was not conveyed to the
ACMJI, so the ACMJ has not had a chance to | ook at it
in detail. One thing would have hel ped woul d have
been an emmil that this is being out and have that
sent to us. But one of the things is that next nonth,
| amgiving on how do you get certified. And because
of that specific reason, | had to talk with NRC
officials to gain sone of the insight and, therefore,

| do have a little insight because of that. But the
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ACMJ  nmenbers have not had that chance for the
interaction, so | do support Dr. Dianond's proposal
that we be given nore tine to be able to anal yze and
understand this. W could do it, perhaps, as a
subcomm ttee or any other way you need a two week
noti ce, because otherw se you will not have a chance
to discuss this anbng oursel ves.

Wth this alternate pathway of 396, a
board certified radiation oncol ogi st can beconme an
aut hori zed user of the 390 requirement, but wll
requi re 80 hours of unseal ed sources extra. Now the
board at the nonent is not requiring that 80 hours,
but once it does, it will solve the problem | think
one of the probl ens you are seeing ri ght now of maki ng
a spreadsheet is that the board requirenents are
changi ng, and they have not finalized what the exact
requi rements are, because of this situation. The NRC
is maki ng some of these requirenents, and then the
board has now to see whether it can neet these
requirements. For, for exanple, right now the
American Board of Radiology does not require a
separate 80-hour as noted, although it may be
i ncorporated as part of the programin many of the
prograns. Now the board has to nmake a separate

deci si on whet her they are goi ng to nake t hat 80-hours
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i ncorporated within that training program So at the
nonment, we can't even nmake a spreadsheet. So | think
with all of the confusion going on, | do support Dr.
D anmond' s proposal .

MR, MOORE: Dr. Mal mud.

CHAI RVAN  MALMUD: Who just said Dr.

Mal nud?

MR, MOORE: | did.

CHAI RVAN MALMUD:  Ckay.

MR. MOORE: This is Scott Mbore. Dr. Nag
just recomended t hat an emai | woul d have hel ped. 1'd

like to point out that Sandy Wastler did send an
email. W have a 30-day conment period for agreenent
states and ACMJl built into the rul emaki ng process to
conment on rules. W have a very tight deadline for
complex rules, and this is certainly one of them
Sandy sent out an email to all nenbers of
the ACMUl at the start of the 30-day conment peri od.
The 30-day conment period ends on QOctober 18'", and it
was sent to agreenment states at the same tinme. Each
of you received an email from Sandy at the start of
t he 30-day coment period, and we asked for comments
back fromthe ACMJ at the end of the 30-days, which
is October 18'". So in response to what Dr. Nag j ust

brought up, we did send the emuil
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CHAI RMVAN MALMJUD: | think Dr. Broseus was

next .

DR. BROSEUS: | have a couple of
observati ons. One of themis sort of parallel to
Scott's, but not quite the same. The working group
feels a tug both ways, but we feel it's very inportant
to get this rule out as soon as possible. And if the
rule were reopened for public coments, that would
cause quite a lengthy delay in getting this rule on
t he books, and getting stability into the regulation
in this particul ar area.

The second observation is that | believe
if we cone back and focus on sone of the key el enents
her e, that it is possible to nove forward
producti vely. 396, if it were in redline, in a
redline strikeout, will all be redlined because it's
new. And | have a copy here which | can circulate to
people - in fact, I'lIl pass it around. Dr. Nag asked
for this yesterday, but if you could bring questions
you have to ne about these particul ar areas, | think
we could focus on them

One of the comments that Dr. Di anond nmade
related to the interpretation of the 700 hours, and
di fferi ng nessages that you received fromthe staff.

|"ve tousled with those very issues when we were
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devel opi ng gui dance in 2002 before the current rule
was i ssued, and so ny own personal opinion is that a
conment com ng back from ACMJ that recognizes that
and calls that to our attention, we can go back and
look at it in the supplenentary information how to
address these differing views and cl arify thembecause
the steady nmessage has been from the NRC, and the
peopl e devel oping the rul e and the gui dance that are
guiding this forward is to have reasonabl e rul e, have
it clear, and not have different interpretations that
cause probl ens.

So once again, | would just say anything
that we can cone out of this neeting wth about
Cct ober 18'" that woul d move this forward i s i mportant
because it may be the Comm ssion would not grant us
the privilege of extending the rule if that were a
recommendation in order to go forward. Thank you.

CHAl RVAN MALMUD: | think Dr. WIIlianson
was next .

VMEMBER W LLI AMSON: I think maybe wth
regard to Dr. Dianpond's suggestion, we need to think
through the different parts of the rule, 100, 200,
300, 400, and 600, and ask the question for radiation
oncol ogy and ot her boards potentially, too, if the

nunber of hours of training and experience in the
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alternate pathway is a problem So if one |ooks at
the 490, the alternate pathway for brachytherapy,
manual brachyt herapy requires 200 hours of classroom
and | abor at ory, and 500 hours of supervi sed experience
which | think the word is involves, it doesn't say
excl usively devoted to, but invol ves the handling and
preparation of sources.

Do Dr. Dianond and Dr. Nag think that the
current four year residency conplies would all ow an
applicant to satisfy that requirenent for the
alternate pathway for manual brachytherapy?

MEMBER DI AMOND: This is Dr. Dianond. To
answer your question, Jeff, | believe that many of the
programnms currently satisfy all of those requirenents,
and for those prograns that do not, relatively m nor
addi ti ve changes woul d satisfy that requiremnent.

VMEMBER W LLI AMSON:  Ckay. Let's go to
600 now. Do Dr. Dianond and Dr. Nag think that the
rule as witten, which again the alternative pat hway
requires 200 hours of classroomand | aboratory, plus
500 hours involving, and then again a slightly
nodi fied laundry |ist of technical tasks associ ated
wi th high dose rate and tel etherapy. Do you think an
i ndi vi dual that has successfully conpl eted a four year

residency to date in radiation oncol ogy could conply
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with the requirenments of the alternative pathway?

VEMBER DI AMOND: This is Dr. Dianond.
Once agai n, by the way | account for hours, the answer
woul d be yes.

MEMBER W LLI AMSON: The third question -
396.

MEMBER NAG  You haven't asked ne.

MEMBER W LLI AMSON:  Onh, |'ve asked bot h of
you.

MEMBER NAG You haven't given ne the
chance to answer.

MEMBER W LLI AMSON: ["m sorry. You're
right.

MEMBER NAG It will depend on how the
hours are interpreted. That's what |'mtryingtotell
you; that if you are saying that the 500 hours include
your experience in handling of radioisotope, that
i ncl udes the 600, but also includes the 400 - yes,
then you will nmeet it. But if someone says yes, you
have the experience in manual brachytherapy on the
400, that was the 500 hours. Now you have to show ne
a separate 500 hours for the use in 600. That will be
very difficult in some of the training prograns that
don't have their owmmn HDR. But if it did conprise a

part of the overall training, yes, thereis no problem
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neeting it. So that was ny reason for asking the NRC
how are you affecting these hours.

MEMBER W LLI AMSON: And let ne finishw th
ny third question, and then|'Ill shut up. The 300 now
requires 700 hours, and | think it is not -- in the
alternate pathway it is distinguished between, of
course, classroomand | aboratory, and supervi sed work
experience. | thinkit is by NRC s own admi ssion that
radi ati on oncol ogi sts today woul d not satisfy that,
but the 396 pat hway does seemto provide a solution
for practicing radiation oncol ogi sts that have either
intheir residency or in subsequent practice acquired
that experience to be able to easily conply and do
what t hey' re doi ng, and soneone who has never had t hat
- well, two weeks of training and three cases i s sone
barrier, but it doesn't seem to be a conpletely
unreasonabl e one for sonmeone who hasn't had that
experi ence. So do you think that, does it matter
whet her 300 requires 700 hours now? That's ny
guesti on.

MEMBER NAG Yes. | think the -- | nean,
| diddiscussthiswththe NRCofficials because | am
goi ng to be tal king about this in a neeting, so | had
toclarify for ny own understandi ng before |l say it to

t he general radi ati on oncol ogy community. The gener al
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radi ati on oncol ogi sts will not be able to neet the 300
requi renment of 700 hours, but because they can qualify
under the 400 and the 600, then they can add the 396
and qualify by that log, so that is not a problem
The one probl emwoul d be that until the board -- until
t he American board of radi ol ogy requires an 80-hours
of unseal ed sources built into that program they will
have to sonehow show that they have the 80-hours of
separate unseal ed source sonewhere, so that may be
slightly difficult, but not inpossible.

MEMBER W LLI AVSON: So | guess the
question is, is whether the issue raised by Dr.
D anond, whichis certainly afrightening prospect, is
val i d.

CHAl RVAN MALMUD: Thank you. Dr. Zel ac,
| believe, had his hand next.

DR. ZELAC. Thank you, Dr. Malnud. 1'd
like to point out several things that | think are
pertinent to the discussion. First, in terns of the
total nunber of hours required in the different
nodalities there have been no adjustnents from the
current rule. And there was clearly extensive
di scussion involving the advisory conmttee, the
various boards, the public when the current rul e was

adopted, so if we're tal king about, for exanple, the
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700 hours, that has been on the books for two years
now, and apparently is not providing an i npedi nent to
peopl e achi eving authorized user status.

Secondly, I'Il wait until Dr. Dianond is
finished, because this | think is -- Dr. D anond, |
wanted you to --

MEMBER DI AMOND: |'m |i stening.

DR ZELAC. Okay. Particularly hear this.
Si nce we are tal ki ng about now unchanged requi renments
fromthe current rule, it's appropriate to take al ook
at the statements of consideration that went along
with the publication of the current rule with regard
to things |like the 700 hours, and where one acquires
it, and what qualifies for requiring it. And there
are two places in the statenments of consideration for
the current rule that are applicable. One was to the
290 requirenents, for which there are 700 hours, and
t he second was for therapeutic utilization.

Quoting from the Federal Register, "W
recognize that physicians in training wll not
dedicate all of their tinme specifically tothe subject
areas in 35.290" - not tal ki ng about 700 hours there -
"and will be attending to other clinical matters
i nvolving the diagnostic use of material under the

supervi si on of an aut hori zed user; exanpl e, revi ew ng
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case histories or interpreting scans. Even though
these clinical matters are not specifically required
by the NRC, this type of supervised work experience
may be counted toward the supervi sed work experience
to obtain the required 700 hours." That's one area.

The second has to do with training and
experience requirenents for seal ed byproduct materi al ,
and the quote here from the Statenents of
Consi deration, "The NRC agrees that concurrent
training should be allowed for the clinical and work
practical experience requirenents in 35.490 and
35.690. Therefore, we revise the regulatory text to
allow for concurrent work and clinical experience.”

MEMBER DI AMOND: This is very hel pful
informati on, Ron, because listening to you, that
St at ement of Considerationis nuch closer to howin ny
mnd | enunerate for these hours, the sane way | woul d
bel i eve our Chairman does, and perhaps the entirety of
the commttee. And al so, sounds to ne different than
what | heard yesterday. And | woul d go back to Jeff's
seri es of questions when he was aski ng do t he trai ning
programs satisfy these hours. And based upon those
St at enent of Considerations with respect to 300 | evel
uses, | would say that many of the training prograns

al ready do satisfy those hours, and the ones who do
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not probably could neet themw th very m nor changes.

DR. ZELAC. The other last point that |
woul d make with respect to -- in response to what Dr.
W lianmson had brought upis, if you |l ook at what the
board requirenents are versus the alternate pathway
requirements for 190 and 290, it was built into the
board requirenent neeting the requirenent in the
al ternate pathway, except for again in terns of the
nunbers of hours have to be net. W have been
careful, however, intherewite in the working group
totry to not put additional requirenments - and this
is the issue that's been raised by Dr. Ml nud -
addi ti onal requirenents that woul d apply specifically
to the board certification pathway. Sothe dilemmais
there, and | think it's perhaps sonewhat unavoi dabl e
fromthe way we're approaching this if, in fact, we
are going to go down the pathway of specifying
training -- excuse ne, classroom and |aboratory
subgroup of the total experience required.

DR. BROSEUS: Excuse ne for interrupting,
but I want to suppl enent what Ron said by noting that
in the supplenentary information for the draft fina
rul e, we have brought forward this di scussi on he just
quoted into the supplenentary information, and added

abit toit just to clarify that the NRCs intent is
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to make sure that radiation safety training is
adequat el y addressed, because we're al so dealingwith
t he di dactic hours i ssue, and so that discussionisin
t he suppl ementary i nformation.

MEMBER W LLI AMSON: A  point of
clarification. Wat is supplenentary material ?

DR. BROSEUS: Ckay. |I'mtalking jargon -
excuse me. The Statenents of Consideration- it's the
front part --

MEMBER W LLI AMSON:  Is this the thingthat
we heard --

DR. BROSEUS: Yes. It'sthefirst part of
that. At the end of that is the rule text, but the
suppl ementary information has a discussion for
rational rule change and comments and responses.

MEMBER W LLI AMSON: Do the stars refer to
the current Part 35 published in --

DR BROSEUS: Pardon ne?

MEMBER W LLI AMSON: Do the stars refer to
the Federal Register version of the rule published
April 24'" 2002, or some other version of the rule?

DR. BROSEUS: Let ne give you a specific
answer, a correct answer to that. Okay? The stars
refer to text which is in the current rule which is

not up here. The only thing that we put in there is
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where rule text is changed. Current rule text
i ncludes what was published in 2000, sone mnor
corrections put into correct typographical errorsin
the draft final rules published since then, and the
ext ensi on of Subpart J. That is current rul e | anguage
now, and so what you see here is changes fromcurrent
rul e | anguage. Current rule |anguage on the books
| egal ly.

MEMBER W LLI AMSON: My questionis if I'm
| ooki ng at this Federal Register, April 24'" 2002 -
am| accurately reading these stars.

DR BROSEUS: No.

MEMBER W LLI AMSON:  No.

DR. BROSEUS: No. What | just said -
April, 2002 does not take into account the nost
current rules on the website here, and in January of
this year the Federal Register published Title 10,
whi ch i ncl udes t he typographi cal error updates and so
on.

DR. HOLAHAN: But those are m nor changes,
so basically what you see in the rule text before you
is the current rule with some nodifications, |ike
m nor corrections.

MEMBER NAG  You very well clarified the

390, 490, 690. Could you do simlarly for the 390,
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that is, are you going to allow overlap in that 700
hours of training for the 390? The 390, 490 - you
were very clear. | thought | knew what 390 was, but
t he 700 woul d be separate for unseal ed source, but if
you're having -- if you're allow ng overl appi ng 490
and 690, and ultimately 290, why are you not all ow ng
overlap in that 3907

DR. BROSEUS: | have a note for nyself to
go back to the working group that says clarify in the
suppl ementary i nformation the neani ng of these hours
and |l ook at this overlap, and we'll discuss that in
the working group, and nmake sure we have an
appropri ate statenent there.

CHAl RVAN MALMUD: Okay. So Dr. Nag wil |
get that information clarified by you, Dr. Broseus, or
Dr. Zel ac?

DR BROSEUS: We'll take it as a comment
on the draft final rule in our devel opnent of the
final supplenentary information.

MEMBER NAG I f that 390 can be clarified
that there is overlap, then you don't even need 396
because the --

CHAl RVAN MALMUD: Let see, I'mtrying to
see who was next. M. Bail ey.

MEMBER BAI LEY: We have a real problem
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and when | say "we", | think nost of the states do.
When we go to adopt these NRC rul es, we have to neet
a standard of clarity. These regulations fail
m serably on clarity, and | hope -- | nean, it's
obvious that if we're having this much trouble, it's
going to be very difficult for lawers in the Ofice
of Administrative Lawin the 33 states to accept these
regul ati ons as being clear.

The second thing that we have to do is we
can't have interpretations in the regul ations and
standards that you' re goingto apply aninterpretation
of the regulations and Statenents of Consideration.
Those are called underground regulations in nost
st at es.

Thirdly, when you add a provi sion such as
you' ve done with 396, that is a - and | never can say
this word - substantive change i nthe regul ati ons, and
we woul d have to go back out for public consideration
of those brand newrequirenents. So these regul ations
as they're being proposed now will be extrenely
difficult for many, many states to adopt. And because
they're not clear, we're just nmaking a machine for
m sunder st andi ng of requirenments fromstate to state.

CHAIl RVAN MALMUD:  Thank you, M. Bail ey.

That was the concern that | was raising earlier. |
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think that fromthe O fice of Counsel, M. Chidakel

poi nted out the process has been adhered to, and |
accept that personally. | can't speak for the whole
conmittee. However, clarity is not there. It is
sinply not there. Here we are, nonths of discussion -
we don't understand it. How is soneone in another
state going to understand it? How is anyone in a
position of authority who doesn't deal with this
regularly going to understand it? There is no clear
guideline that is able to be | ooked at in one or two
pages and a concl usi on drawn. That's nmy concern; that
we wi || bring enbarrassnment upon oursel ves and t he NRC
in passing regulations that are so cloudy that no
intelligent educated Ph.D. who hasn't been invol ved -
or MD. - who hasn't been involved in these issues for
nont hs can understand them That's ny concern. But
| "' m speaking for nyself here, and next, Dr. D anond.

VEMBER DI AMOND: Let ne give you an
exanpl e of that. |"ve just been reading the 396
| anguage, if | coul d ask everyone here to take a | ook
at this, please. The construction - this is the
al ternate pat hway for the unseal ed byproduct materi al
requiring a witten directive. The construction, as
l"mreading it, is A or B, plus C Ckay. A or B,

plus C is the construction. A is essentially the
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grandf at her cl ause for A use, who becane A use prior
to Oct ober, 2005. B is individuals who are certified
by the boards prior to Cctober, 2005, and C

As | understand this, for aresident, for
exanpl e, who finishes his or her radiation oncol ogy
training in the spring of 2006 or 2007, 2008 it is not
humanly possible for that person to ever give
parenteral adm nistration of unsealed byproduct
material unless there's a typographic error.

MEMBER W LLI AMSON: | think if | could
clarify, it's really Aor APrine, or B, or B Prine,
and C, so within the A clause and B clause it
di sti ngui shes between sati sfyi ng Subpart J versus the
current regulation, so | think on a technical point,
| don't think the concern is warranted.

MR. MOORE: Dr. Malnud, Scott Moore. |If
t he advi sory comm ttee's comnment i s that the additions
with regard to didactic hours in 396 or any changes
since the proposed rul e are not clear, those types of
comments woul d be hel pful to us, because they give us
some direction as a group, as a witing group on what
we can do with respect to the draft final rule. And
if you can in particular point out the areas that
aren't clear or give us directions on howto clarify

them those would be hel pful.
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| would note that with regard to the
public comrents on the proposed rule, and al so on the
agreenent state corments, M. Bailey, on the proposed
rule, I don't recall that we got comments that the
ruleitself wasn't clear, sowith regard to what went
out and was conmented on in the proposed rul e stage,
| don't recall that we got conments back saying it
wasn't clear

MEMBER DI AMOND: This is Dr. Dianond. But
agai n, getting back to ny questi on which was pren sed
onclarity - let's take the hypot hetical exanple of a
radi ati on oncol ogy resi dent graduating froma program
in 2006. That individual will not be able to sit for
his or her boards until 2007, so obviously not board
certified at that point. This individual wll not
satisfy Paragraph A, nor will they satisfy Paragraph
B. And because the construction -- Jeff, if I'm
wrong, please explain how |I'm w ong.

MEMBER W LLI AMSON:  Ckay. A resident who
graduates and i s not board certified would be able to
become an authorized user of 490 or 690 under the
al ternate pat hway, and therefore, they would satisfy
the first part of Clause A. It is an authorized user
under 490 or 690, and then the "or before Cctober

25'""™ this is for the previous people - but if they

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

59
become by whatever pathway a 400 or 600 AU, they
satisfy A

MEMBER DI AMOND:  So you' re saying that the

conmas before and after "or", that that should be
Cctober 24, 2005 - | see, that's how you're
interpreting the --

MEMBER W LLI AMSON: Yes. That's --

MEMBER NAG  For 940 and 960.

DR. BROSEUS: Let ne expand. Cctober,
2005 is capturing people. You can come in under
Subpart J. Subpart J di sappears Cctober, 2005, and so

everything that cones after the "or" disappears in
2005. But a person could use either pathway up to
t hat point.

MEMBER DI AMOND: So agai n - so, Jeff, that
hypot heti cal individual, the day he or she finishes
his training will already have AU status obviously
under 490 and 690.

MEMBER W LLI AMSON: Even before they --

MEMBER DI AMOND: If they're in training,
right.

MEMBER W LLI AMSON: After three years if
they have the 700 hours mxture of didactic and

supervised training, just as fellows in current

trai ni ng prograns can become AUs t hrough t he acti on of
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t he Radi ation Safety Comrmittee. | don't think that --
it's not going to be a big problem

CHAl RVAN VALMUD: Who i s next? M. Lieto.

MEMBER LI ETO.  Yes. | have a point, just
to be sure |I understand, a couple of questions for
clarification for Roger. The intent as to what is
going to be published would be the final rule. Is
that correct? There's not really going to be any nore
public coment. |s that correct?

CHAl RVAN MALMUD: That's correct.

MEMBER LI ETO Okay. A specific question
related to 396. A physician, ABRcertified under 290
wants to come in and be approved for parenteral
appl i cations, therapy applications - he woul d not be
able to be qualified under the board certification
route. | mean, he woul d not be able to be qualified,
period. Right?

DR. BROSEUS: If | recall correctly from
previ ous di scussions in this advisory conmm ttee, many
times the training that a person has under 290 is
going to get themclose to or qualify them for 300
use, and so you don't have to worry about 396. Ron,
we tal ked about this before. Do you want to expand
upon that?

CHAl RVAN MALMUD:  Dr. Zel ac.
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DR. ZELAC. | think the point to be nade

is that 396 was intended very specifically for
radi ati on oncologists to be able to use unseal ed
material that required awitten directive. For those
who have been trained specifically not for radiation
oncol ogy, essentially for nuclear nedicine, it would
be expected that those individuals would satisfy the
requirenments for 390if they intended to use material s
for which a witten directive was required.

The | ast point to be made i s that sone of
the training that such individuals, and a | arge part
of it, actually, that individuals would receive under
t he 290 woul d be applicable to the requirenments under
390, a lot of the basic information would cross over.
Specific information relating to, if you wll,
t herapeutic use, wuse of wunsealed mterials in
t herapeutic quantities woul d have to be added to the
training such individuals woul d receive before they
woul d qualify for 390 use.

MEMBER LI ETO. M. Chair, a follow up
point. | guess the reason | was asking is that there
may be a nunber of areas where nuclear nmnedicine
physicians don't want to deal with |odine, nor have
that authorization or those restrictions on their

license. Okay? | shouldn't say restrictions, but
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that latitude on their |icense, and want to only deal
with the non-1odine therapy applications.

DR. BROSEUS:. Well, they could apply for
j ust whatever they need. They don't have to apply for

MEMBER LI ETO. Well, that's kind of ny --

DR BROSEUS: That's not an issue.

MEMBER LI ETO  Well, that's ny point, is
that if a physician conmes in who's board certified and
i s approved under 290, what you're saying is that he
has to conme under 390 or that's it, because if you
| ook at Aand B, it doesn't all ow anybody who's board
certified and approved under 290 to come in and get
396.

MEMBER NAG Well, | think the confusion
is 396 was neant only for people for radiation
oncol ogi sts, basically only for people who qualified
under 400 and 600 who solved the problem that the
radi ati on oncol ogists may not handl e the unseal ed
sour ces. The 396 has nothing to do with nuclear
nmedi ci ne physici an, so when you' re tal ki ng about 396,
only refer to radi ati on oncol ogy trai ning.

CHAlI RVAN MAL MUD: That IS ny
under standi ng, as well, Dr. Nag.

DR BROSEUS: That's it.
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CHAlI RMVAN MALMUD: And Dr. Broseus confirns

that. Does that answer your concern, M. Lieto?
MEMBER LI ETO Vell, you answered ny
guestion. Yes.
CHAI RVAN MALMUD:  Thank you. | think that

Sal ly Schwarz, you were next.

M5. SCHWARZ: | just wanted to ask a
guesti on.

CHAI RVAN MALMUD: | couldn't hear you.
"' msorry.

M5. SCHWARZ: Sally Schwarz. "' m just

concer ned about the authorizati on for nucl ear nedici ne
physi ci ans under 390. Actually, that's what |'m
concerned about, and | think that's what Dr. Eggli was
going to raise, as well.

CHAl RVAN MALMUD:  Al'l right. Then we'l]l
pass to Dr. Eggli.

MEMBER EGGLI : Okay. Actually, Jeff asked
his questions with respect to 400 and 600 users.
Nobody has so far asked the sane questions for 100
series users, 200 series users, or 300 series users.

When | | ook at the -- there are a | ot of
di fferent boards who qualify people in these areas.
When | | ook at the Anerican Board of Nucl ear Medi ci ne,

| have no probl emassum ng that the Anerican Board of
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Nucl ear Medicine will hit the training mark. My big
probl emis the vast 70 percent of all nucl ear nedi ci ne
in this country is practiced by diplomats of the
Ameri can Board of Radi ol ogy, and t he Ameri can Boar d of
Radi ol ogy trains people in a wide variety of inmaging
nodalities, and the training allowed is governed
| argely by the regul ations. So as the American Board
of Radi ol ogy |looks at trimmng its previously 1,000
hour training for aradiol ogist innuclear nedicineto
700 hours, it's hard to get everything in.

And the biggest problemthat |I'm seeing
here i s the 200 hour requirenment for 300 uses. First
of all, I have a son who attends a wel |l -known col | ege
in the northeast. They spent three hours a week in
class, 15 weeks in a senester, so that about 45 hours
for a college course. Two hundred hours is 4-1/2
col | ege courses devoted to i ssue of safe handling of
radi opharmaceutical strikesmeas alittle onthe high
side for safe handling. No, actually it strikes ne as
wildly on the high side for safe handling.

The other issue is, nowl only get these
people - first of all, I think I'"'mthe only person
sitting at this table who trains people for 300 uses
or 200 uses. | only get these people for 700 hours.

I[f | nowlose five weeks, which is 40 hours a week of
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their time to didactic training and safe handling, |
now have | ess than three nonths to teach themcli ni cal
nucl ear nedi ci ne and nake them conpetent.

| think thisrulewll have the unintended
effect of inpairing the clinical experience of
di plomats of the American Board of Radiology in
clinical nuclear nedicine, and that my have a
l[imting effect on how they performclinically, and
maybe a greater hazard to public safety than the hours
of training.

| sat down and designed a didactic
radi ati on safety programfor ny residents, including
every concei vabl e topi c, plus supervised what | would
cal | aboratory experinents where we set up
experiments on the use of the equipnment and safe
handling, and we nonitor them in a |aboratory
envi ronnent, rmuch Iike you woul d have gone to a | ab
section in a college course. | cane up with 50 hours
of training, and | think 50 hours actually for Part
200 uses is very appropriate, and | think sonething
cl oser to 100 hours for Part 300 woul d be appropri ate.
Because again, for 300 uses, we tal k about the broad
uses of so many radi opharmaceuti cal s.

Now | ' ve got two basically - | have orally

adm ni stered therapies, and | have parenterally
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adm ni stered therapies. And for orally adm nistered
t herapi es, those we're only going to do radio | odine,
t hey have an 80- hour requirenent of trainingright now
on the alternate pathway. And again, the argunent
that 1'm not going to have to train the alternate
pat hway is specious because |I'm going to for the
reasons that Dr. Di anond described, |' mgoing to have
to train everybody to alternate pathway rules.

Now we' re sayi ng t hat we need anot her 120
hours of training, of didactic training to handle one
ot her category of adm nistration, which is basically
beta emtters adm nistered parenterally. And the
safety issues don't change if | put it inajoint, if
| inject it intothe peritoneal cavity, if I inject it
i ntravenously, whether it's really a coloital beta
emtter or in solution - none of the safety issues
that | need to train for changed, so |'ve got two
categories of therapy that | need to train for under
Part 300, or al adm nistration and parenteral
adm ni strati on.

| think NRC has recogni zed that there are
two broad categories of therapeutics in the way
t hey' re nowdescribing Part 396. So | think 200 hours
i s unnecessarily excessive, and will - since l'monly

going to get themfor 700 hours, is goingtolimt ny

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

67

ability to make them clinically conpetent. And |
t hi nk that i s going to danage heal thcare in the United
St at es.

DR BROSEUS: M. Chairman.

CHAl RVAN MALMJUD: Dr. Broseus.

DR. BROSEUS: We're noving into the other
topic, which I did want to address, and if | just
m ght present a couple of slides to tal k about that,
and then we can conme back to sonme of the other issues.
And that is, we did have a tel econference on Cctober
5" to talk about the issue of - |'m going to put
guotes around - "didactic hours", and we presented
recommendati ons that canme forward from our worKking
group, which are appearing on t he slide behi nd ne now,
whi ch has t he subdi vi si on, including the 200 hours of
didactic training that Dr. Eggli just mentioned. And
one of the objectives of the working group today isto
get any recomendati ons t hat ACMJ may have about what
is the proper nunber of hours.

Additionally in that neeting, we heard
sone discussion about definition of what the hours
are. And, for exanple, in those sections in Part 35
dealing with T&E, the term "didactic" isn't used.
What we have is classroom and | aboratory training,

except for individuals to qualify as nuclear
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pharmaci sts. And for that particul ar category in the
current rule, and in the proposed rule which we
publ i shed, there was a reference to didactic hours
requi rement for nuclear pharnacists.

Now t he wor ki ng group has been thinking
about these i ssues, especially since the tel econ, and
it would be al so useful if you feel there's a need to
| ook at the definition nore to get sone feedback, and
a basis if you think there's a need to change the
definition.

Now the working group was considering
elimnating the term"didactic" frompharnmacy for the
requi rements for nucl ear pharmaci st, and substituting
the term classroom and | aboratory hours to nake it
clear. And so what |'msuggesting is that as we nove
forward, and it's 9:32, that we al so woul d benefit if
you have comments about what the proper bal ance of
hours is, a basis for a change, and Dr. Eggli
suggested sone, as well as is there a need to | ook at
the definition of didactic hours, that is classroom
and | aboratory hours, which is what nost people |
think mean by that term if there is a need to
el uci date that, should it be in definitions and rule
space, or in supplenmentary information. You, Dr.

Mal mud, poi nted out that one coul d get into a slippery
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slope if you start defining things, and so on.

|"d also like to - since | got the chair
back - just nention, we've already tal ked about our
closing period for conment being October 18'". W
plan right now to hopefully have this rule go to the
Conmi ssion by md-Novenber, and would anticipate
publication in 2005. Thank you for |letting nove on a
little.

CHAI RVAN  MALMUD: Certainly. Dr.
Wl lianson is chonping at the bit.

DR. BROSEUS: [|'m at your disposal.

MEMBER W LLI AMSON: | wanted to ask a
guestion to M. Bail ey, who has gone away, so perhaps
| should -- 1"Il just ask. "1l ask, | think, a
foll owup question to what Dr. Eggli has presented.

I n radi ati on oncol ogy, which is a 4-year
program | think the 200 hours, while not absolutely
required by the ABR, | think is nmet by virtually nost
of the diplomats. And this is net not just by courses
t hat deal with seal ed sources and brachyt herapy. They
have a | ong radiation physics sequence. They have
radi ati on biology. They also have probably formal
instruction in statistics and design of clinical
trials and interpretation of clinical studies, et

cetera; as well as nunmerous sessions on radiation
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safety dealing with nore specific devices and prograns
t hat they have.

For the 700 hour training program you
adm ni ster, | assume these are diagnostic radiol ogy
residents who also get a simlar broad didactic
training experience in radiation physics, radiation
bi ol ogy, and what happens if you get inadvertent
exposures to fetuses and so forth, teratol ogy whichis
equal |y applicable to external sources of radiation
and internal interns of the basic principles. So you
really have to give 200 hours of your 700 hour
segnent .

MEMBER EGGLI: |If | | ook at the di agnostic
radi ol ogy physics curriculum | come up with anot her
50 hours of didactic training in the rest of physics
for radiol ogy, so for our radi ol ogy resi dents now have
actually planned a roughly 100 hour course; 50 of
t hose hours, which as we look at it, we felt were
rel evant to the nucl ear nmedi ci ne requi renents, and 50
hours that we thought were probably not relevant to
nucl ear medi ci ne requi rements because they deal with
devi ces and don't fall under what we thought was the
spirit of the regul ation.

CHAl RVAN MALMUD:  Dr. Nag.

MEMBER NAG Dr. Broseus, you had in your
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previ ous slide, you had the requirenent for 35 up to
35 390, coul d you enunerate now for 490 and 690 i n one
slide. That way we can showthe whole thing. | nean,
that again - 700 and 200, but my question is that
someone who has this 200 has -- included in that body
of know edge is the requirement partly of the 390, so
in the 396 you are asking for additional 80-hours
specifically for unseal ed sources. And that is the
specific requirenent. It's not part of your
over | appi ng requirenent.

For someone who has spent 200 hours in
didactic to then have another 80-hours that is
separately for unseal ed whichis partly coveredinthe
radi ati on oncol ogy training, but hard to di ssect out
t hat there was 80-hours built within that 200 hours -
is going to be an excessive requirenment for a board
certified radiati on oncol ogi st, because when you are
trying -- | give nmy course in brachytherapy, and ny
course is probably one of the nobre extensive in
brachytherapy in the country. And | can acconplish
that within a period of two to three years i n about 80
hours that is all about the specific brachytherapy
things. So that includes sonme of the requirenents in
handling liquid or unseal ed source also. So if you

ask nme how many hours did | give last year on
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specifically unseal ed source out of ny 200 hours,
that's very difficult to dissect out, so | think that
80 hours additional for 396 is very, very -- it's
probably an over - burden.

DR. BROSEUS: Wbul d you | i ke nme t o addr ess
the first question, which is how many hours for 490
and 690 it's 200 hours.

MEMBER NAG | know, 200 and 700.

DR. BROSEUS:. Ckay.

MEMBER NAG. What | neant was having it on
that so soneone can |look at it and automatically see
it. | nmean, | know how many hours it takes.

CHAl RVAN  MALMUD: Excuse ne. May |
interrupt. | just want to clarify Dr. Broseus'
answer; that the total hours for 490 and 690 is 700,
of whi ch 200 woul d be didactic in each case. |I|s that
what you sai d?

DR. BROSEUS: Cl assroom and | aboratory
t r ai ni ng.

CHAI RVAN MALMUD: Thank you. Now t he
second question - Dr. Nag's question. Well, actually
it's a point. You' re naking a point that you believe
the 80 hours of additional training for the handling
of unseal ed sources for radi ati on oncol ogi sts who are

otherwise fully trained and will have had already
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conpl et ed physi cs trai ning, which includes some hours
t hat overlap i nto unseal ed sources, that the 80-hour
requi rement nmay be excessive.

MEMBER NAG Yes. | nean, basically at
that point the only extra thing you need to know is
what do you do in terns of a liquid spill that we
generally do not handle in a seal ed source, although
we partially do, sothereisreally very little extra
know edge required to then be abl e to handl e unseal ed
sour ce.

CHAl RVAN MALMUD:  Dr. Di anond.

MEMBER DI AMOND: Just to clarify
somet hi ng; so you're aski ng about grandfathering of
board certified radiation oncol ogists who are not
i censed for 300 |evel uses.

MEMBER NAG  Ri ght.

MVEMBER DI AMOND: And you feel that a
radi ati on oncol ogi st who's been in practice 10 or 20
years, who has never been |icensed to give Strontium
or lodine, or P-32, that that individual can start
gi ving these agents, or Zevelin, or whatever - going
fromzero to that level in |less than 80 hours.

MEMBER NAG In less than 80 hours,
because you have al ready t he body of know edge on what

to do for therapy. Nowyou have to get the additi onal
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requi renent on what to do if you have a spill. 1n 80
hours, what are you going to teach soneone, a
curriculumthat will cover 80 hours.

VMEMBER DI AMOND: | f | may respond to focus
this discussion just towards the radi ati on oncol ogy
conmunity for a mnute. My feeling is, is that |
woul d be satisfied if the followng exists. I'll be
satisfied if it is either in the Statements of
Consi deration or inother manners that the spirit that
Ron Zel ac nentioned for 490 and 690, and which was
nment i oned el sewher e t oday regar di ng t he enuner ati on of
hours, if that is in that sanme spirit, | would be
happy, because what that nmeans is that an individual
goi ng t hrough t he board pat hway, whi ch we i nt ended al |
along to be the AU pathway, if that individual, once
he or she becones board certified, can satisfy all the
300 level uses. So if that spirit is interpreted in
that manner, |'m very happy in that regard, nunber
one.

Nunber two, recogni zi ng that every single
radi ati on oncol ogy resident comng out will have to
fall under 396 until he or she becones board certified
at a mninum | think that that is okay, as well,
because during the course of his or her training, he

or she wll weasily have satisfied the 80-hour
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requi rement, and you need to, of course, have the
three cases which is not a big deal. And they've
al ready sati sfied Paragraph Aby virtue of their other
training, so that's good.

The third scenario is what Dr. Nag is
mentioning - what about those radiation oncol ogi sts
who are Aus, have been in practice for many years, but
are not licensed for 300 I|evel uses. I n that
particular case, | do think that individual needs
additional training. Is the nunber 80 hours? | don't
know. |Is the nunber 5 hours? No.

Quite honestly, ny opinion, for that
physi ci an who has not been doi ng any of these uses and
may have been out of practice for 10 or 20 years,

really don't have a big problemw th the 80 hours,

Subir. | really don't. So anyway, to bring this to
focus, | think if we can come to consensus on the
spirit of enuneration, that wll satisfy a ngjor
i ssue. W now have clarification for the 396

al ternat e pat hway use that these residents com ng out
of training or folks who have not yet passed their
boar ds because they failed the first tine or two, wll
be taken care of.

And as far as the grandfatheringissue for

fol ks that have never been licensed for 300 |evel
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uses, | personally believe they do need additiona
training. And | think we can di scuss what the nunber
is-isit 80, isit mybe alittle |l ess than 80, but
certainly not, in my opinion, going to be 5 or 10.

MEMBER NAG No, | think, David, you are
somewhat m staken. A person who had finished their
resi dency, just finishedtheir residency and becane an
aut hori zed user in 490 and 690, will still require 80
hours to be able to do the 390. And that will require
t hat you have to denonstrate an additional 80 hours,
and t hat i s excessi ve because that person has recently
finished training, and many of those 80 hours were
already included in that 490 training.

MEMBER DI AMOND: By ny understanding,
Subir, and pl ease, staff, correct neif I'mwong - by
nmy under st andi ng, those 80 hours should easily have
been sati sfied during the residency program |n other
wor ds, that person, the day he finishes training, does
not need to then go and take an additional 80-hour
course. All you need to do is have attestation that
those 80 hours were satisfied during your 4-year
residency. Am1l correct on that?

M5. SCHWARZ: That's correct.

MEMBER DI AMOND:  Ckay.

CHAIl RVAN MALMUD:  Thank you. Sallvy.
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MS. SCHWARZ: | still have concerns about

the 200 hours for the nuclear mnedicine physicians.
That's a concern of mne that | believe that that 200
hours is too high in terns of nuclear nedicine
physici ans in additional training.

MEMBER EGGLlI: | would like to speak to
the logic of that. This is Dr. Eggli. \%%
under st andi ng of the way the regulationis witten, as
the subparts get higher nunbers, those are both
greater conplexity and higher risk for the patient.
But yet, as we | ook at Part 300 T&E requi renments, Part
400 T&E requirenents, and Part 600 T&E requirenents,
they are identical.

If, in fact, there is an escalation in
ri sk and conplexity of therapy as we go fromPart 300
therapies to Part 400 therapies, to Part 600
therapies, then again it seens that the requirenent
for 200 didactic hours in Part 300 is excessive
because it, in fact, matches the didactic requirenent
for what are acknow edged to be higher risk and nore
conmpl ex therapies that a Part 300 user could not do.

DR. BROSEUS: I'dlike to just interject,
t hat when you get to the 300 level, the split starts
to become the form The 300 is unseal ed, 400 and 600

is seal ed. And so you may have equal |evel of
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conpl exi ty doi ng Zevel i n, and dealing with sonme of the
things that Dr. Nag was tal king about --

MEMBER EGGLI : | would, in fact, argue
that there is a different |level of conplexity. And,
in fact, you argue that - "you" being NRC staff -
argued that when you put the spheres into
brachyt herapy, because you considered them nore
conpl ex than coul d be covered. And again, it | ooks to
me for all practical purpose, like a 300 material, so
that again, | think your own |ogic system says that
there is greater conpl exity and hi gher risk i n manual
brachyt her apy.

CHAI RVAN VALMUD:  Excuse ne. Did you want
to respond to that, Dr. Broseus?

DR. BROSEUS: One thing | want to say is
that the major split at that level is the physica
form

CHAI RVAN VALMUD: Dr. Zel ac, did you want
to respond to that?

DR. ZELAC. Yes, |I'dIlike to nmake a point.
For 490 use and for 690 use, in addition to the
cl assroom and | aboratory, plus work experience which
are common anong 390, 490, and 690, the additional
risk levels that you speak of are dealt with by the

additional requirenments for 490 and 390 in the
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al ternate pat hways to have three years of supervised
clinical experience. That doesn't appear for the 390,
so the higher risk | evel s that are associ ated with 490
and 690 are covered in the requirements by the
addi tional clinical experience of three years.

CHAl RVAN MALMUD:  Thank you. Does that
clarify it? Does that satisfy your concern?

MEMBER EGA.lI: No. M concern that 200
hours in Part 300 uses is excessive is not satisfied.

CHAl RVAN MALMUD:  So your point is that
the 200 hours for 490 and 690 may be valid, but if
that's the case, your argunent is that the 200 hours
for the 390 is excessive by conparison

MEMBER EGALI:  Yes.

CHAI RVAN  MALMUD: Al right. Your
argunment has been heard. Yes. Is it M. More or Dr.
Moore? |'msorry.

MR MOORE: M. Mbore.

CHAIl RVAN MALMUD: M. Moore.

MR, MOCRE: | guess an other thing to
consider is that there is a very large group of
st akehol ders that recommended sonething in the range
of 200, and that's the agreenent states for the 300
series. And that's sonething we have to consider.

The wor ki ng group certainly | ooked at that, and they
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| ooked at nunbers | ess than 200, or slightly | ess than
200, but arrived at the recomendati on of 200 to the
agency, which segues into the conment that M. Bail ey
made regarding to the petition

| do want to let the ACMJ knowthat there
is a petition. It has been docketed. It's fromthe
Organi zati on of Agreenent States, many, many agr eenment
states signed onto it. It has been accepted by the
agency as a petition. | think it's premature to say
that it will result in a separate rul emaking. There
are a nunber of options that the agency has in howto
deal with petitions. They range fromaddressingit as
a comment, to handling it as an absolute separate
formal rulemaking in parallel tothis rulemaking. It
certainly deals directly with theseissues of didactic
hours, both for the alternate pathway and for boards,
soit overlaps entirely with the i ssues that are here.
But it's a very formal mechanismin the rul emaking
process, and we will treat is very formally as an
agency, so the conmittee needs to know about that.

| guess |'dliketo alsogointo sonething
that will maybe take this above the technical
di scussion that we're having. The rule is due to the
Conmi ssion by the staff in md-Novenber. That due

date is non-violable unless the Commi ssion gives us
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rel axation in the date. W would need a strong basis
for an extension to that date, and so we' re | ooki ng at
a due date to the Conm ssion about a nonth from now

| f the ACMUI believes that additional tine
is needed for the ACMJl to review and comment back to
us, or for the public to look at again for that
matter, then we woul d need you to provi de us a comrent
to that effect. One option you have is to make that
comment to us as a body, but beyond just telling us
t hat you need additional tinme to do that, | think you
would be well served in telling us the basis for
needing that additional tinme, because we would
certainly need to tell the Comm ssion why we would
need the additional time. And then it's up to the
Conmi ssi on to deci de whet her they' re goingto givethe
staff additional tine before we present the rule to
t he Conm ssi on.

In addition, we've certainly heard you,
the body, saying today that public coment -
certainly, Dr. Dianond raised this - i s needed on sone
of the nore significant areas, |ike 396. W checked
with our O fice of General Counsel. The coments t hat
came in during the public comment period and the
changes that were nade by the staff subsequent to the

publ i c comment period, nanely, the addition of 396 and
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this addition of didactic hours, don't pass the
threshold for going out for public comrent again in
ternms of significance, so we're not legally required
to go out for public comrent again.

That said, if the ACMJ believes that we
should go out for public comment again, that's
certainly a coorment that you can give us, and you can
make a recommendati on that we shoul d do so. Again, |
woul d recommend that you give us a reason for going
out for public comment again, and the staff would
certainly take that into consideration, and i nformthe
Commi ssion that you recomended that, and the
Conmi ssi on woul d take that under advi senent.

CHAl RMVAN MALMUD:  Thank you, M. Mbore.
Perhaps | --

MR. MOORE: Charlie may have additi onal
conments about that.

MR. M LLER | want to make sonme comments,
but Ral ph has had his hand up, and if he has a point
he wants to make --

CHAI RVAN MALMUD:  Wel |, rather than doi ng
that at the nmonment, may we get back to M. Moore's
observation, because there are two issues that have
ari sen, M. More - one cane fromM. Bailey, and t hat

is his view, meaning the view of the states that Part
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396 is, infact, fromtheir viewa substantive change.
That's the termthat he used.

Counsel for the NRC, you tell us, feels
that it's not a substantive change, so there seens to
be a di sagreenent between the states and Counsel for
the NRC as to what constitutes a substantive change.
But NRC has the final say, and | will defer to you in
a nonment, then there is no substantive change because
NRC has the final say. But M. Bailey did say, and |
was taking down notes as he was talking, that the
states regard 396 as a substantive change and want it
to go public. That conment will come forward fromt he
ACMU, nanely, a protest that the states regard 396 as
a substantive change which has not had adequate
opportunity for public corment. That's one point.

The second point is that Dr. Zel ac agrees
with us, though it was not his presentation, that
there is a dilemma in the board versus alternate
pathway in the fact that the alternate pathway does
dictate to the boards that which they should teach in
order for a graduate of the boards to qualify for
practicing, even though that individual rmay not have
had t he opportunity to, or may have fail ed taking the
board certification examthe first tine. And | would

poi nt out to you, which is a matter of concern to ne,
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that if we graduate a nunber of physicians after four
years of college, four years of nedical school, four
years of residency training in radiation oncology to
enter a field that is nationally under-supplied and
create a roadbl ock to that individual practicingina
small town in a rural state, as represented by the
states, we wi ||l have created a great enmbarrassnent for
us, the NRC, and I am sure it wll reverberate in
Congress, because this is a field which is terribly
short of individuals. The nunber of training prograns
in radiation oncology is not enornmous to begin with,
t he nunber of graduates i s not enornous, the shortage
is great. These individuals are not inconpetent
because they didn't pass the boards. They sinply
haven't passed the boards. There's a cut-off point,
so | believe that we have to look at this very
carefully, both for the public good - minly the
patients, as well as for those individuals who have
spent so many years in training. And with all due
respect, it's not quite anal ogous to passing the bar
exam There are differences, though there are
simlarities. Now | defer to distinguished Counsel.

M5. CHI DAKEL: Thank you. | just want to
clarify a couple of things. First of all, please note

| did not say that 396 was not a substantive change.
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Actual ly, | specifically nmentionedthat 396 was one of
t he only changes, the only real changes that | sawto
the rule fromthe tine that the rul e was proposed. |
specifically said that.

| didn't pass on the issue of whether it
was a substantive change. |In that connection, let ne
raise - since we were talking about the Ofice of
Gener al Counsel's viewon republicationinthe Federal
Regi ster. The test is whether the change i s such t hat
it is so far fromwhat was proposed that the person
who read the rule would not have been given proper
notice that they could conment on that issue. | know
that' s ki nd of conplicated, but what |'mtrying to say
i s the deci sion was nmade that this was not outside the
whol e area of T&E, of training and experience, which
was the focus of the rul emaking, so that is why I'm
tal ki ng about the hours now - the hours issue now,
396. That is why the decision was nmade by OGC
managenent that this was not necessary, legally
necessary to be republished. As | believe Scott
pointed out, certainly that doesn't nmean we can't
republish it if there are policy issues, if the ACMI
wants to cone out and nmake that argunent and have a
basi s, and give us reasons why they feel that this is

not -- while it isn't legally necessary, you know,

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

86

certainly you can make an argunent as to why you t hi nk
it's a good idea. But that is the issue. And the
issue is that we didn't see anything in the changing
in the hours issue that was totally, conpletely
out si de of the scope of the proposed rule. Does your
answer your question?

You nmade anot her point. |'msorry that it
has escaped ne now.

CHAl RVAN MALMUD:  There were two i ssues.
One was wWith respect to 396, and the other was with
respect to the dilemmm created by establishing
criteria for the alternate pathway which would be
applicable to all residency training progranms because
a certain nunber of people who conplete their
residency successfully do not pass their board
certification within a year. By the tine they've
graduat ed f romt he resi dency, conpl eted t he resi dency,
if youwll; and, therefore, they would be limted in
their enploynent opportunities to very |large
institutions where they'd be under the unbrella of
someone else, leaving the smaller facilities,
particul arly those represented by the states which are
very oftenin smaller cities, uncovered by graduati ng
fell ows.

DR. BROSEUS: | put on ny heal t h physi ci st
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hat for a mnute.

CHAl RVAN MALMUD: Pl ease do.

DR. BROSEUS: And those are exactly the
people that sonetines the health physicist 1is
concerned about. Many serve as their own RSO, and
that's in the rule. So the concern is to make sure
t hey have sufficient training. Nowif they coul d get
it withless hours and it applies to unseal ed sources,
' m assuming that these individuals, even though
they' re not board certified, can go out and practice
nmedi ci ne, and that's not our concern. GCkay. They're
a |icensed physician. That's all it takes in the
rul es. So the real question then is what is a
sufficient nunber of hours - and if we can focus on
that today and by the 18'", and satisfy both needs,
we' ve gotten home.

CHAl RVAN MALMUD:  Dr. Di anond.

MEMBER DI AMOND: To answer Dr. Ml nud's
question regarding do we think this needs to be
publ i shed for comrent - based upon the di scussi ons we
had earlier, ny personal feeling, and this is not
represented by necessarily the radiation oncol ogy
conmunity. This is nmy personal feeling. M personal
feeling is that if the Statenents of Consideration do

reflect what | believe is a |logical enuneration of
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hours, given all of the potential algorithm pathways
that we talked about, that wth respect to the
radi ati on oncol ogi sts and 300 | evel uses, | can live
with this.

CHAl RVAN MALMUD:  Thank you. Dr. Ml er.

MR MLLER If you will indulge me - as
a layman, |'ve listened to this discussion for about
an hour and a half now, and | think it's been a | ot of
di scussi on, debate, whatever you m ght want to call
it. At the risk of sounding obnoxious, | hope I
don't, but what we have to wunderstand is the

Conmmi ssion has given the staff a challenge of

stabilizing the nmedical regulations. | think we all
agree - Dr. Dianond nade a statenent early, bad
regulation - if | remenber the quote - with good

gui dance is not the way to go. So no one wants to put
out - the staff certainly does not want to put out bad
regul ati ons.

That said, Dr. Broseus and the working
group and menbers of nmy staff have been working
extrenely hard over the | ast couple of yearstotryto
come up with regulations that will nmeet what NRCfeel s
needs to be done with regard to regulating the
comuni ty. However, taking in all stakeholder's

comments, |'mdrawn to the conclusionthat thereis no
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regul ati on that we can pronulgateinthis areathat is
going to satisfy everyone.

The agreenent states have expressed sone
serious concerns withregardtothe regul ations. Part
of what the agreement states dilemma is, they are co-
regulators with us, and in tal ki ng to nmany nmenbers of
t he agreenent states, | think their preference would
be to have sonething that's nore prescriptive, that
woul d all ow themto regul ate.

In talking to menbers of the medical
conmunity, | think people want flexibility so that
it's not so prescriptive, that people are limted in
what they can do, so that creates sonmewhat of a
dilemma to satisfy our stakehol ders.

Wth regard to the dates, the schedul es
for the pronulgation of the rule, | don't want the
staff to come across as being bureaucratic, and we
have to neet this date cone hell or high water. W're
going to neet it regardl ess of what people's views
are. However, ny concern is for those of us in the
room who are old enough to have taken FORTRAN in
coll ege and used it as a conputer |anguage, | don't
want to get stuck inaninfinite do-loopintryingto
get this rule out, and that's what | feel that we're

getting to. W can't continue to have bring me a

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

90

rock, comment onit. Bring me a rock, comment on it.
We have to be able to reach a point that we can get a
rul e that's nmeani ngful, that puts people in placethat
we are satisfied are qualifiedto do this job, but not
put such a burden on the industry, if |I may call it
that for this aspect of it, that they can't practice.

Soif we wereto goto the Comm ssion, and
| don't know the Conmi ssion's view of that, because
t he Comm ssion gets very anxious to not to want to
del ay rul emakings. If | were to go to the Comm ssion
and ask them for nore tinme, 1'd have to be able to
articulate why that tinme is needed, what's going to
come out of it for the general good, and give them
sone rigid answers as to why at the end of that tine
we're going to conme up with a product that's better.

The product that's better in ny viewwoul d
need to have a consensus, at |east by the staff, the
comrittee - | don't know if we can get a consensus
with the agreenent states - that what we've cone up
with is workable. And if we were to go out and ask
for nmore time, nake further changes to t he | anguage as
Roger and t he working group have crafted it, | would
ask the conmttee to have the involvenent to the
extent that whatever isrecraftedisliveablew ththe

commttee, so that we don't have to cone back here in
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si x nore nont hs and conti nue to debate the i ssue as we
have for the last couple of years.

That said, as tinme marches on, part of the
reason we had to extend Subpart J was we were unabl e
to draw a conclusion over the past year, and
promul gate a rul e that woul d gi ve boards enough time
to do what they need to do wth regard to
certification. M fear is we're going to end up in
t hat same dil emma again this year. That's a dil enms,
and what do we do about it? So that's the world that
| see that we, the regulator, livein. Howcan we get
t hrough it?

CHAI RMVAN  MALMUD: Thank you. Are you
going to address the comments that Dr. M1l er made,
Dr. Lieto?

MEMBER LI ETO. Yes, and then sone. I
guess what | see as a problemis the sort of like
al nost | ess than a week deadl i ne that we have, where
we are -- with what M. More said, we're kind of
really, frommny perspective, being put into a corner.
Al right. And we don't have an alternative.

| think if we coul d maybe have a few nore
weeks to address these changes, because |I'd like -
again, thisis my opinion - what | see are three ngjor

areas of what | ooks to me as changes in this piece
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her e. One has to do with the radiation safety
of ficer, which appears to have net the intent of the
ACMUI, but again I'mgoing to come back to this - |
want to see this in the context of the whole Part 35.
The training and experience, which probably is the
nunber one issue that is before this group, and the
grandf at hering aspect, especially with respect to
aut hori zed nedi cal physici sts.

| think if we - again ny opinion is that
if we could have all these changes, including the
proposed by the working group, before us and maybe in
a teleconference in the next week or so with the
comrittee, or maybe even a subcommittee if the Chair
deens appropriate, to |l ook at all these changes, and
t hen get back to the conmttee as a whol e, we m ght be
able to address these within a matter of two, three,
four weeks at nost.

Now I don't know if that's unreasonabl e.
| mean, if that's too long, then | guess we're painted
into a corner, and | don't have a suggestion. So
that's a suggestion. | do still have sone points to
make on the hours, and Dr. Eggli's issue about 390
hours. So |I don't know if we want to address that
comment that | --

CHAI RVAN VAL MUD: Vell, why don't you
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finish your coments, and then we'll nove on to the
next one.

MEMBER LI ETO | tried to -- | think
there's sone -- trying to understand wher e t he wor ki ng
group canme fromin terns of the nunber of hours that
are proposed in here. | think what have been al so --
t he 392s, and 94, and 96 in here al so, but if you | ook

at Subpart J, which is the current where we're at

right now, if | am interpreting 930 right now
correctly, it requires 80 hours of training and
experience, plus 13 thyroid cases, is the way

currently is the 390 requirenent. And that the 80
hours woul d be the didactic portion of training and
experi ence.

| f we | ook at the proposed 390, we've now
gone up from80 hours to 700 hours, and 200 of those
700 hours, which were 80 before; in other words, we've
gone from 80 to 200 hours of didactic training,
| aboratory and cl assroom experience. |If we |ook at
t he 392 and 4, which are the thyroid in the parenteral
requi rements requiring 80 hours for thyroid, 80 hours
for the other - which cones out to 160 hours if you
wanted to sort of go back the route of I want to get
parenteral, and then | want to get thyroid w thout

going the 390 route. Basically, I"'mtrying to get to
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sone type of an equival ency.

The 200 hours still is alnost a factor of
one-third higher, just even using that relationship.
So it gets, | think if we're even trying to keep
things at even scale, the 200 hours is probably a
factor of maybe two or close to that high. 1n other
wor ds, maybe sonething like 100 to 120 or 30 hours
m ght be nore appropriate for the 390 aspects, and
bring it nore into line what we're requiring for the
ot her uses. But not having sort of a sense of where
t hese nunbers canme fromoriginally, other than they
wer e just proposed by, |I'massumng the OAS. |s that
correct? 1Is that where the nunbers are - okay. So
that m ght be maybe a starting point to suggest in
adjusting the 200 hours, if that's one of the things
we wanted to achi eve right now.

CHAI RVAN MALMUD: Does t hat conpl ete your
conment ?

MEMBER LI ETO.  Yes, thank you.

CHAl RVAN  MALMUD: May | -- oh, Dr.
Wl 1lianson.

MEMBER W LLI AMSON: | have a comment, t oo,
which | think is relevant. | think | agree with Dr.
D anond that from radiation oncology and nedical

physi cs point of view, this seens to me to be a great
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i mprovenent, and within the limts of ny sort of
ability to digest the details of |egalistic |anguage,
| think it's resolved many of the maj or concerns that
our comunity has had.

Havi ng said that, 1'ma strong believer in
the dictumthat the devil isinthe details, and there
are changes of conmas and ands, and ors that are very
difficult to follow And | have not been able to
descend to that sort of |evel of detail, and indeed
wor king with others outside of this group is the best
way | think to shake down this regulation and
determ ne whether there are small bits.

The second point is, it does seemlike a
substantive issue of the 200 hours in 390 is a
significant concern, and could cause harm to our
col | eagues' practice intherapeutic nucl ear nedicine.
And | woul d defer to Dr. Eggli's recommendation t hat
t he definition of the additional hours or whatever be
better calibrated to the actual teaching practices
that are now used in the program that exist -
assum ng t hat we accept the prem se that what i s being
done nowi s an adequat e st andard of educational ri gor.

And | guess the third point | wanted to
make is that | would like to foll ow up on a question

M. Bailey has -- a challenge M. Bailey has put
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before us. He's made, in addition to the -- he's
i ndi cated the agreement states are dissatisfied with
the current final regulation on three grounds. I
think the issue of substantiveness is clear. Then
there's the i ssue of vagueness, and | guess t he charge
that the regulation is not clear.

Now | spent three hours review ng this on

ny way here, and within ny limtations | thought it

was reasonably clear. O course, | have sone
questions - | amnot a | awer, and |I'mnot an expert
in regulatory affairs. |I'man amateur, but it does

seeml|i ke the nature of this regulation has a certain
| evel of conmplexity that is essentially the bottom
line. You have to distinguish between Subpart J,
whi ch was a tenporary regul ati on, and what happens in
the future. That's a sort of a required el enent of
conmpl exi ty, when you have a two-track systemwhere t he
boards are not hard-wired into the regulatory
| anguage, they need to have conplying regulations to
define what are appropriate boards that is going to
i ntroduce an elenent of conplexity that you sinply
cannot dispense with, if that's the approach that is
going to be taken. You have a set of criteria for the
boards, and you have a set of criteria for the

alternate pathway. | think that there's a consensus,
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maybe the agreenment states don't share it, but that
the nature of the boards is such that their
requirenents are not witten in the | anguage of the
al ternat e pat hway, and t hat public health, whichis an
i nportant goal - not just public safety, but public
health requires that the system of health care
education not be di srupted, unless there's really and
overriding concern. So grant that.

So having been through this, | nean |
guess | would ask M. Bailey to expand on this, and
tell us what is wong with this regulation. And
secondly, since the 700 and 200 hours has been put
into the alternative pathway, what is the concern of
t he agreenent states?

DR. BROSEUS: M. Chairnman, | nmust beg for
a short break

CHAl RVAN MALMUD:  Dr. Broseus asked for
a short break, and | think that's a reasonabl e thing
to ask for at 10:15. Does M. Essig agree?

MR. ESSIG | want to give Dr. Broseus t he
relief that he's seeking. However, | have one point
with regard to the agenda. W had allocated tine for
the conmttee to wite a neno, and | realize we
obviously aren't at that point. But what | wanted to

raise is there are four itens renai ni ng on the agenda
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for today. One of them nanely, the abnormal cross-
criteria, we desperately want to seek feedback from
the commttee, so | would like to keep that on the
agenda.

Anot her agenda itemis on the Nationa
Sour ce Tracki ng System whi ch was an i nformati on bri ef
for the commttee. W could do that at another tine.
We are prepared to do it, we can do it another tine,
so that would save us sone tinme there. W have two
hours allocated for Dr. Vetter to present the |CRP-
2005 recommendati ons. That is sonething that perhaps
we could do in abbreviated form The purpose of it
was for Dr. Vetter to seek the comittee's views,
because he is representing the conm ttee next week at
an ACNW wor ki ng group which is convening for a day,
and he wants to make sure that he carries any concerns
that the commttee had. Now | realize that sone of
you nmaybe have little or nointerest in the | CRP-2005
reconmendati ons, and others do have sone, and so |
just raise that as maybe an itemthat we coul d either
-- we could shorten or handle it in sonme other way.

CHAI RMVAN VAL MUD: Dr. Vetter indicates
t hat he may not require the two hours, and it coul d be
handl ed in a | esser period of tine.

MR ESSIG  Ckay.
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CHAl RVAN MALMUD: | just asked himthat

question while you were speaki ng.

MR ESSIG Ckay. Fine. And then the
fourth itemis the tail-end, sort of the wap-up to
make sure we have agreenent on the action itens, and
that kind of thing. | guess a break is in order, but
after we cone back then | would like to still keep on
the table, if we could, the notion of whether or not
some thoughts can cone forth in a collective manner
from the commttee for the rule that we've been
t al ki ng about .

CHAI RVAN VALMUD: Wl |, having listenedto
all of the opinions, | think that we probably can.
W' |l do that after the break

(Wher eupon, the proceedings i nthe above-
entitled mitter went off the record at 10:17 a. m and
went back on the record at 10:35 a.m)

CHAl RVAN MALMUD:  You're all invited to
come back to the table for reconvening. Dr. Broseus
i s ready.

DR. BROSEUS: Thank you for the break.

CHAI RVAN VALMUD: | enjoyed sharing it
wi th you.

(Laughter.)

CHAl RVAN MALMUD: It was not joint. It
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was sequenti al .

My | do a little introduction to the
reconveni ng of the | ast session?

MR. ESSIG You may, but | just want to
make one point first, which is the adjustnent in the
agenda.

CHAl RVAN MALMUD:  Yes.

MR ESSI G The abnormal occurrence,
criteria discussion which we want to see the views of
the commttee, | had tal ked with Ms. Jones, and she's
agreeable to come back at one o' cl ock.

CHAI RMVAN MALMUD:  Thank you.

Inthelatter part of the | ast sessi on and
during the break, | had the opportunity to speak to
some of the nmenbers of the commttee, and if | may, |
woul d li ke to summari ze what m ght be an appropriate
action at this point.

Let's just review for a nonent the
material on Dr. Broseus' slide. Nucl ear phar macy,
35.55, total hours 700, didactic 200, invitro 35.190,
total hours 60, didactic eight, diagnostic only
35.290, 700 hours including 80 didactic, and then
t herapeutic and di agnostic 35.390, 700 total hours,
200. That's unseal ed.

Then if we had extended, if Dr. Broseus
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would give us editorial permssion to extend his
table, the next line would be 35.396, 80 hours
specifically for unseal ed sources applying only to
Board certified radiation oncologists. 1Is it Board
certified or Board eligible?

DR BROSEUS: Board certified.

CHAI RVAN  MALMUD: Board certified
radi ati on oncol ogi sts.

DR BROSEUS: O authorized users.

CHAl RVAN  MALMUD: O AUs, plus three
cases.

Then we have 35.490 and 25.690, each of
whi ch woul d have 700 hours in the first columm, 200
hours in the second colum, and that's seal ed, nore
conplex, to include classroom |aboratory work and
three years of clinical experience.

Does that sunmari ze factually what woul d
appear in that table or what does appear in that
t abl e?

DR BROSEUS: Sounds right to me.

CHAI RMVAN MALMUD: Thank you.

Now, the real issue that seens to be
percol ati ng around the table is the i ssue of didactic
hours, not the issue of total hours, and here we cone

back to the definition of didactic, which we raisedin
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an earlier session.

Didactic includes a classroom and
| aboratory experience. No one has an argunment wth
that as long as |aboratory experience includes
clinical |aboratory experience. VWen |I'm in a
clinical |aboratory with a resident, I'minstructing
theresident. Theresident is essentially functioning
inatraining role

The proof of that is that | coul d probably
do three to five tinmes as nuch work wthout the
resident present as | amwth the resident --

(Laughter.)

CHAl RVAN  VALMUD: --  because | am
instructing the resident.

DR. BROSEUS: | thought it was a patient.

CHAl RVAN MALMUD:  And Dr. Eggli and Dr.
D anond and Dr. Nag all have the sane experience. So
that is didactic tine. |It's a one-to-one didactic
time, much better than sitting in the classroomwth
600 students in a 101 course in college, which is
certainly didactic by anyone's definition.

So | think that the issue arises for the
definition of didactic, and the concern, quite
frankly, that's comng from various nenbers of the

committee is that no one in this room but a | ower
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| evel enpl oyee of mnimal experience becones overly
ent husi asti c and deci des that the training programat
Harvard or at Yal e or at Washington University or at
Hopki ns does not have 200 hours of classroomtine.
Hence it does not neet the requirenents of the NRC,
and that that enployee's citing of that program can
escal ate i nt o sonet hi ng whi ch woul d be enbarrassingto
everyone invol ved.

So the question really is not any of the
i ssues that we've reviewed, but the issue, again, of
what is didactic. |f didacticincludesinstructionin
the classroom in the |aboratory, and clinica
| aboratory, everything on the table is acceptable, |
believe, to everyone who has raised a concern about
this, including the states who wanted to have these
nunbers of hours as they are.

Now, i s that acceptable to the staff here
of NRC? What do you consider to be didactic?

DR. BROSEUS: Let nme di scuss sone of the
i ssues that have cone up. One of themis expressed in
a concern fromthe states that the 700 hours i ncl udes
the classroom | aboratory training in safety rel ated
itenms that are enunerated, for exanple, 390, under
little Roman i. Little Roman ii is supervised

clinical experience |oosely ternmed. OCkay?
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The concern of sone states is that that
time over there would be used to count when they're
not really learning safety. That's the idea, and so
if thereis a definition or re-definition, they have
to be careful about that.

You know, | personally believe from ny
experience as a health physicist -- and is there
sonething we can do with the ringing on the speaker,
pl ease? It's driving me nuts -- that a physician, for
exanmpl e, or a pharnmaci st working with a physician or
a supervi sory nucl ear pharmaci st islearning safetyin
the clinic |lab, you know, but sone of the argunents
are, well, theuseintinereading scans and call that
cl assroom and | aboratory training, and so that's the
concern, | believe, that people have.

Al so, you know -- I'msorry. That's all.

CHAl RMVAN MALMUD:  Well, then you and |
agree, if | interpreted what you say correctly, that
when a physi ci an and/ or physi ci st and/ or radi ochem st
or pharmacist is wrking with the resident in
providing care to a patient while being instructed in
saf e handl i ng of radi oi sotopes in, for exanple, doing
| ynphocyt ography in the separating of the dose into
its various syringes in gloving, in indicating what

t he radi ati on exposure m ght be to both t he worker and
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to the patient from this, that that is didactic
training on a one-to-one basis, much nore val uable
than sitting in a classroomw th 400 students in a
Physics 101 course. This is one-to-one didactic
training by a fully qualified professional.

If we accept that as didactic, then a
portion of the tinme that we are spending with the
residents is, in fact, didactic. | can't imagine any
better training.

MR, MOCRE: Dr. Malnud, this is Scott
Moor e.

| think the intent of the staff is that
with regard to classroom and |ab, a portion of the
time that's spent on rad protection instrunmentation,
rad physics, chem stry, andrad bio, if it's perforned
in, say, a nuclear nedicine hot lab, if it's performed
in a scan room if it's performed in an [-191
adm nistration room if it's focused on those i ssues,
radi ation protection instrunmentation, rad physics,
chem stry, or rad bio would count as didactic
t r ai ni ng.

CHAI RVAN MALMUD:  Now, havi ng said that,
M. More, is there any indication to the training
programdirectors that this, in fact, NRC policy that

woul d be accepted so that when perhaps a | ower |evel
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enpl oyee of a region cones into a departnent and
chal | enges whether or not this is didactic, there is
an NRC statenent that what you just said is true?

MR MOORE: | thinkit's up to us to make
that clear inthe final rule. The staff's preference
would be to nmake that in the statements of
consi deration, which Roger refers to as the
suppl ementary i nformati on. The reason the staff woul d
prefer to put that in the statenents of consideration
is because we're concerned about uni nt ended
consequences by putting it into the rule itself.

CHAl RVAN MALMUD:  Amen. So am |.

MR. MOORE: The term nology that is used
inthe current rule is classroomand | aboratory. W
have taken a broad interpretation of classroom and
| aboratory, and | think we can put text in the
statenents of considerationthat reiterate what | just
said, that we've taken a broad interpretation of
cl assroom and | aboratory, and we consi der classroom
and | aboratory to include, you know, the nuclear
nmedi ci ne hot | ab, the scanni ng room patient roons, as
| ong they cover the required topics in rad safety and
protection, instrumentation, rad physics, chem stry,
radi ati on biology in those | ocations.

CHAI RVAN MALMUD:  Havi ng said that, nmay |
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ask the nenbers of the commttee if they are,
therefore, with that definition, willing to nove
forward wi t h approval of the current recommendati ons?

Wul d soneone wi sh to make a notion?

MEMBER DI AMOND: | believe there's a
guesti on.

MEMBER  SULEI MAN: Sorry. I want
clarification.

CHAI RVAN MALMUD:  Ckay.

MEMBER SULEI MAN:  You know, the sign is
changi ng where you' re doi ng conputer training, renote
site training.

DR HOLAHAN: On-line training.

MEMBER SULEI MAN:  That's right. On-line
t r ai ni ng. Wul d that be considered part of the
di dacti c cl assroonf

CHAI RVAN MALMUD: If it's related to
radi ation safety training, if it is radiation safety
training. If it's sinply transmtting inages which

has not hi ng what soever to dow th radiation protection

and radiation safety, in my mind -- and | speak for
nysel f, not for the group. | haven't polled themon
this -- | wouldn't consider that radiation safety
t r ai ni ng.

On the other hand, if it relates to the
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cal cul ation of doses, if it relates to the correct --
to the standardization of instrumentation, if it
relates to the correct checking of a dose in a well
counter, to the calibration of a well counter, the
answer is absolutely.

PARTI ClI PANT: W would agree with Dr.
Mal mud' s response.

CHAl RVAN MALMUD: Dr. Vetter

MEMBER VETTER: In the spirit of nobving
forward, | aminclinedto agree with these, but | nust
say and frompersonal experience in being involvedin
the training of residents that on the whole they are
very, very smart people, and it sinply does not take
200 hours to give themthe training in the area of 300
uses. That's sinply a lot of tine.

VWhat do we do? We give them reading
assignnents. We'll give themNCRP 116 and sone ot her
t hi ngs and then they cone back and we' Il di scuss that
together, but | just want to say they're very smart
peopl e, and you can give themthis informationin nuch
| ess than 200 hours.

DR. BROSEUS: Does your training program
include laboratory tine exercises with the geiger
counter?

MEMBER VETTER: All of these things, oh,
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yes, all of these things.

CHAl RVAN MALMUD: | think that Dr. Eggli
was next.

Dr. Eggli.

MEMBER EGGLI @ Yeah, and again, | need to
stay say that | think 200 is way too | ong and we need
to look at a proportion of tine. | had these
residents for 1,000 hours. Then 200 hours represent ed
a portion of that total 1,000 hours. It represented
20 percent.

Now that | have these residents for 700
hours, 200 hours on safety represents a significantly
| arger portion of their tinme and, again, conprom ses
ny ability to make themclinically conpetent as well
as safe.

And | think we need to try to maintain
sone sort of balance here. | think 200 hours is
really way nore thanit takes totrain themin safety,
and | need to train a well rounded, clinically
conmpet ent, safe nucl ear medici ne physician, and this
new regulation -- and, again, | realize this is
alternate pathway, but | have to train to alternate
pathway -- this newregulationw || hanper nmy ability
to make themclinically conpetent.

DR BROSEUS: This is draft right now.
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Let me enphasize that. So what is your the
i rreduci bl e m ni nunf

MEMBER EGGLI : Truthfully, I think for 200
uses 50 hours is adequate, and for 300 uses 100 hours
i s adequat e.

CHAl RVAN MALMUD:  Thank you, Dr. Eggli

MEMBER LI ETO. | was just going to nake a
notion to the commttee. It seens like the whole
stunbl i ng bl ock here is this nunber of hours for 390.
| think we're all in agreenent pretty nmuch wth
everything else. So I'd like to make a notion that
the conmittee propose 80 hours of didactic training
and experience for 35.390 authorized uses, plus the
al ready stated 12 varied therapy cases.

CHAI RVAN MALMUD:  |Is there a second to
t hat notion?

M5. SCHWARZ: | second the notion.

CHAI RVAN MALMUD:  Dr. Schwarz seconds t he
not i on.

| s there discussion of that notion? |'m
sorry. Sally.

IVS. SCHWARZ: From ny perspective
certainly what we're trying to teach is safe handling
of isotopes. Wth 290, nuclear nedicine physicians

receive a significant amount of training to handle
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unseal ed sources.

To nmove from the unsealed sources in
nucl ear medi ci ne to t he t herapeutic
radi opharmaceuticals that are al so trai ned i n nucl ear
nmedi cine, | believe that they certainly have within
t hat 80 hours a significant anpunt of tinme in terns of
t he safe handling of unseal ed radi oactive sources.

They are different types, and there are
di fferent considerations, but | think that the tota
80 hours is a sufficient amount of time to cover what
is required.

CHAl RVAN MALMUD:  Dr. Nag.

MEMBER NAG Yes. Well, one possi bl e good
t hi ng you coul d do i s then you coul d el i m nate nowthe
396 because 396 requires a -- no, requires a Board
certified radiation oncol ogi st to have 80 hours.

MEMBER EGALI: Specifically for unseal ed
sour ces.

MEMBER NAG Right, and then if they can
qualify under 396, they will also now be able to
qual i fy under 35.390 or 35.390 will have --

MEMBER EGGELI:  No, No.

MEMBER NAG  Way not ?

MEMBER EGGLI: Because the 700 hours.

MEMBER NAG but the 700 is -- | agree
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with what you said before. The 700 can overlap
between the different training nodalities.

MEMBER W LLI AMSON:  The 700 for unseal ed
radi oactive sources. | think you would be naking a
big m stake to oppose these.

CHAIl RVAN MALMUD: M. Lieto.

MEMBER LI ETO | woul d disagree with Dr.
Nag because 396 only addr esses par ent er a
applications. Three, ninety includes both that plus
the oral. So 390 would be a nmuch | arger application
of unseal ed radi opharmaceuti cal s.

CHAl RVAN MALMUD:  There's a notion on the
t abl e.

| beg your pardon?

DR. BROSEUS: You're shooting yourself in
the foot if you put 396 up.

CHAl RVAN MALMUD: There is a notion on the
tabl e for approval and di scussi on.

M. Moore?

VR. MOORE: Wth respect to the
di scussi on, | guess aninportant factor that everybody
needs to be aware is that the agreenment states in the
proposed rule, | believe it was Al abarma and lowa did
reconmmend a speci fic nunber, 200 of didactic hours in

comments on the proposed rule, and they nmay have
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reconmended in the petition itself 200 hours al so.

And so if the ACMJ does pass such a
nmotion, then the staff wll have to consider the
notion relative to the conments on the proposed rule
and al so the petitionitself. So M. Bailey my have
some conments relative to that.

CHAl RVAN MALMUD:  Dr. Di anond.

VEMBER DI AMOND: | would defer to M.
Bai | ey.

CHAl RVAN MALMUD: M. Bailey is |ooking
for sonet hi ng.

MEMBER BAI LEY: Go ahead. Let nme findthe
paper .

MEMBER DI AMOND: Because there's a notion
on the table, 1'd Iike to discuss it further.

Ral ph, if | may be clear, in your notion
it woul d be 80 hours specifically of didactic for 390
in the context of a total of 700 hours; is that
correct?

MEMBER LI ETG  That's correct.

MEMBER DI AMOND:  Thank you.

MEMBER NAG  Again, on that sane thing,
now you are having a 390 for 80 hours, 390. This
includes both the parenteral and the oral

adm ni stration for unseal ed sources.
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VMEMBER DI AMOND: That's correct.

MEMBER NAG I n the 396 pat hway, you are
now havi ng a radi ation oncol ogi st who has done or al
therapy to now require also the sane nunber of 80
hours only for the parenteral portions. So that does
not really match. | nmean, | would say in that case
that for the 396 you woul d probably require a letter
nunber than the 80.

CHAl RVAN VALMUD: That doesn't address the
notion on the table, which we'd |ike to nove forward
first. Are you addressing the notion on the table,
Ral ph?

MEMBER LI ETO Yes. | would like to al so
poi nt out that 390 requires 12 cases total. 1In other
words, three cases of each of the four different
cl asses of radi opharmnmaceutical therapies, whereas in
396 it only addresses three cases of any one form of
t he parenteral.

So from the standpoint of the clinical
case docunentation, 390 is, again, nore vari ed and has
a wi der range of requirements than the 396.

CHAI RVAN MALMUD:  Thank you.

The notion on the table is to reduce the
200 didactic under 35.390 to 80. |Is everyone happy

with the nunber 80 or -- oh, nore discussion. M.
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Bai | ey.

MEMBER BAI LEY: | was just going to
respond. | quickly |ooked through the petition and
whereas 200 is referenced, | only see it specifically
inreference to the pharmaci st, and that the petition
really asks for sinply some nunbers to be put in.

And | know t hese nunbers have been t ossed
around, but as | ate as Cctober 5th, there was no -- it
was the first time there was really a poll on whet her
or not the agreenent states agreed with these nunbers.
So | don't knowthat the agreenent states have agreed
on these nunbers because the poll has not been
tabul ated to ny know edge, and | know at |east one
state, sinceit was nme, did not agree with the nunbers
and, in fact, suggested that basically the equival ent
of what | considered one graduate health physics
course, three |l ecture hours and four hours of lab for
one senmester or about 120 hours would be an
appropriate amount of training in the health physics
radi ati on protection.

Now, people have come back and nade
argunments for 200, but those argunents are a little,
tonmy way of thinking, alittle weirdinthat they are
compari ng what an agreenent state person who goes to

the Cak Ri dge five-week course gets.
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So | don't think we're tal king about an
equi val ent situation.

| also want to take this opportunity.
When | spoke before about clarity and all, | was
speaki ng not for the agreenent statements in a poll
t hat had been taken, but as a personal opinion having
wor ked for two agreement states and how we adopted
regul ations. | wanted the record to be clear.

CHAI RVAN MALMUD:  Thank you for clarifying
t hat .

Dr. Diamond, did you have a coment ?

MEMBER DI AMOND: Yes. | would just
comment that given that 390 does require 700 total
hours, giventhe requirenments for three cases for each
of the four classes, | think it would be reasonable to
keep the 700 total hours and proceed in a favorable
fashion wi th the reducti on of 200 hours di dactic to 80
hours of didactic, given that | do not believe this
woul d have any negative inpact on public safety.

CHAI RVAN MALMUD:  Any further discussion
of this itemon the table?

If not, may we vote? Al in favor of
t hi s?

(Show of hands.)

CHAl RVAN MALMUD:  Any opposed?
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(No response.)

CHAl RVAN MALMUD:  Any abstentions?

(Show of hands.)

CHAI RVAN  MALMUD: It carries wth
unanimty except for one abstention. So the
recommendation is that the table presented by Dr.
Broseus be anended for 35.390 to show 700 hours in
Colum 1 and 80 hours in Columm 2, recogni zing that
that's plus 12 cases, three of each type of the four,

and this is for unseal ed sources.

DR. BROSEUS: I mght make a snall
correction. Twel ve cases are not required in al
situations. It was a footnote which grants us at

| east three cases in Category &, also satisfies

Category GL. So one can get away w th nine cases.

CHAI RVAN  MALMUD: | stand corrected
because your table didn't specify that. You are
correct.

DR. BROSEUS:. Yeah. Secondly, we had a
nmotion. |'ve recorded that to go back to the staff
with. 1t's useful also though to have a strong basis

for this. Wat is the conmittee saying in terns of a
basis of sufficiency of 80 hours?
CHAI RVAN MALMUD:  That whi ch | have heard,

and pl ease, anyone augnment or change ny coments if
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you wi sh, i s that Category 35.290, which is diagnostic
only, includes 700 plus 80 of didactic, and the
t herapeuti c application on top of the diagnostic is
general ly covered in the 80 hours that are presented
in the diagnostic. Since the therapeutic relates
primarily to the use of beta emtters, the sane
radi ati on safety practices apply, as do for the gamma
emtters, though there's recognition that beta and
gamma emtters are different and that the radiation
burdens from them are different, and that the
shielding for themis sonmewhat different.

And, therefore, 80 hours woul d represent
an adequat e nunber of hours. It is also the nunber of
hours which is used in nuclear radiology training
progranms currently, as docunented by Dr. Eggli, who
has a nuclear radiology training program and
represents 80 hours of training, which is the rough
equi val ent of three courses of three hours a week in
any col | ege program

Tri ci a.

DR. HOLAHAN: Could | ask a question?
Two-ninety (35.290) training is 80 hours as well. So
woul d you envi si on any differences in the 290 trai ni ng
versus the 390 training, Dr. Eggli?

MEMBER EGGALI : | can speak to that

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

119

question only in that | think, again, the group we're
t al ki ng about are di plomats of the Anmerican Board of
Radi ol ogy because the other training prograns woul d
probably for 390 enconpass easily the 200 hours.

But di agnostic radiologists train in 12
different nodalities, and therefore, their timeis a
l[ittle bit nore |imted.

It is my understanding that it is the
intention of the American Board of Radi ol ogy to have
their training progranms train residents in diagnostic
radi ol ogy for certification or licensure for uses
under Subpart 300, and therefore, it may be noot
whet her the requirements for 200 or 300 are different,
gi ven that the Board i ntends that all of the residents
shoul d be trained to the level of Part 300 uses.

CHAIl RVAN MALMUD:  Thank you, Dr. Eggli.

The ot her comment is, | believe, that 390
does not require the 12 cases of varying types, that
290 doesn't require them and 390 does.

MEMBER EGGLI: Yes, that's correct.

CHAl RVAN MALMUD:  So that's a difference.

DR. HOLAHAN:. Yes, but the argunent that
the agreenent states made, and correct ne if I'm
wong, but they felt that there was a risk with 390

uses that there wasn't associated with the 290 uses.
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MEMBER EGGLI: And the only thing I woul d

say is that 80 hours for uses under Subpart 200 is
probably excessive, but again, sinceit's the intent
to train everybody to at least the 300 level, it's
uni nport ant .

But if youfeel it's inportant to make the
di stinction, then | have no problemw th reducing the
nunber of hours under Part 290 T&E requi renents, which
| actually did suggest a few mnutes ago, that |
t hought 50 hours would be nore than appropriate at
Part 290 T&E, but again, | believe that the American
Board of Radiology intends to train all of its
di plomats wunder the rules of Subpart 390, and
therefore, the distinction my be nore theoretical
t han real .

CHAI RVAN  MALMUD: But there is a
distinction in the requirenent for the cases between
290 and 390.

MEMBER EGALI:  Yes.

CHAl RVAN MALMUD: Does that answer your
qguestion, Dr. Hol ahan?

DR, HOLAHAN:  Yes.

CHAI RMVAN MALMUD: Dr. Broseus?

DR. BROSEUS: | m ssed sonething. You

attributed to Dr. Eggli a comrent about 80 hours is
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required by ABR, but | didn't really hear a nunber.

MEMBER EGGLI: No, | don't believe |l said

a nunber.

DR. BROSEUS: What is the requirenment? Do
you know?

MEMBER EGALI: For ABR?

DR BROSEUS: Yeah.

MEMBER EGGLI: Right now ABR is waiting
for NRC to say sonething. As a matter of fact,

there's alot of uncertainty in ABRtraining prograns
right now waiting for this final regulation. 1 can
tell you that because there are 12 nodalities out
t here that di agnostic radi ol ogi sts have totrain for,
t hat wherever NRC sets the threshold, that will be
what the training prograns require.

It used to be that we trained our
residents to $1, 000 because that's what was required
for NRC aut hori zed user status under Parts 290 and 390
previously. Nowif it's going to be 700 hours, then
the ABR requirenment will be 700 hours, and it's just
a necessity because there are 12 nodaliti es.

And if the trainingrequirenment beconmes 80
hours for subpart 390 T&E requirenments, then that is
what the Anmerican Board of Radiology will suggest to

its training prograns that they ought to offer.
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DR. BROSEUS: Let nme ask one nore devil's

advocat e question, and that i s where you' re descri bi ng
a scenario in which nedici ne beconmes nore conpl ex and
there are nore applications and nore and nore and
nore, and therefore, being the devil's advocate. This
tells ne that the physician who's doing that needs
nore radi ati on safety, not | ess, and so naybe sonebody
shoul d add hours to the total training programto nake
sure there's enough radiation safety rather than
trimm ng the safety part to nake sure there's enough
time for clinic.

| enphasi ze devil's advocate.

MEMBER EGALI: Keep in mind that we are
providing alnmpst as many hours again in physics
training that is pertinent to the other nodalities in
radi ol ogy, such as CT, plain film and all of the
other areas where ionizing radiation issues, and
again, that is, we have designed our program W
desi gned 100 hours of classroom |ecture. Hal f of
t hose woul d fit the descriptioninthe regulation for
nucl ear medi ci ne. The other half we considered to be
nore limted to other fornms of diagnostic radiol ogy
and not directly applicable to the handling of
unseal ed sources.

Ther e was sone crossover, but at | east 40
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percent did not readily cross over. So we're
provi ding far nore physics training, health physics
training to our resident than will satisfy NRC because
we have other nodalities where we're training these
kinds of issues where we didn't see a direct
crossover.

Now, maybe we should have been nore
generous in our own internal definition and said it
all crosses over, but we didn't do that. W separated
di agnosti c radi ol ogy physics from nucl ear nedicine
physi cs.

CHAl RVAN MALMUD: Dr. Broseus, does that
satisfy your devil's advocacy question?

PARTI Cl PANT: Vell, | think what |'m
hearing is that you' re using the term"physics," which
some people may interpret as principles of physics
nore broadly to include health physics, radiation
safety related topics; is that correct?

DR BROSEUS: Yes.

CHAl RVAN MALMUD:  Dr. WIIianmson?

MEMBER W LLI AMSON:  Yeah, |' mworried now
that this motion for 80 hours is based on a
m sunder st andi ng of what the 200 hours are allowed to
be. Ckay. The 200 hours, it doesn't say they have to

be on radiation safety and only the physics, narrow
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physics that's relevant to radiation safety.

If I read what it says, it says radi ation
physics and instrunentation. It doesn't say that
| earning to use instrunmentation to determ ne a dose
for X-ray conputed tonography can't be counted. You
know, it says radiation physics. It says radiation
bi ol ogy. This could be any kind of radiation. It
doesn't even specify that it has to be ionizing
radi ati on bi ol ogy. It could be, for exanple,
ul traviolet |ight biology.

PARTI Cl PANT: And we do count the
radi ati on biology in the --

MEMBER W LLI AMSON: Now, mathematics
pertaining to the use of neasurenent of radioactivity
and then, you know, chem stry of byproduct materia
for medical use is nore specific, but |I'm asking,
guess, if in this calculation of hours the sort of
broadness of what is allowed to be counted has been
consi der ed.

CHAI RVAN MALMUD: | i magi ne that question
is directed to Dr. Eggli.

MEMBER W LLI AMSON: It is.

MEMBER EGGLI: And we tried to consider
that, and we did consider that there was an area of

overl ap. Probably about 30 percent of our |ectures
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overl apped the two areas where we have obligation to
train, and then we had an area where we t hought there
was clearly not an overlap, and as we are | ooki ng at
coming up with total hours, that's where we were
running into trouble, is comng up with total hours.

And, again, | think we have a fairly
conmpr ehensi ve program and if you | ook at the total
amount of time we have, it's certainly equivalent to
a senester |ong coll ege course.

CHAl RVAN MALMUD:  Thank you, Dr. Eggli

M. Lieto has a question.

MEMBER LI ETO. | wanted to clarify just a
question or point. The wording in the original
proposal says "has conpl eted 700 hours of training and
experience including a mninmm of 200 hours of
classroom and laboratory training in basic
radi onucl i de handling techniques applicable to the
nmedi cal use of unseal ed byproduct material."

So the 80 hours that we'rereferring to or
that the notion, the approved notion took place is in
that definition. So the nore general definition of
physi cs and safety in X-ray and CT woul d not have been
applicable the way that the definition is for that
secti on.

So | would say that we're fine in what we
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proposed.

CHAI RVAN MALMUD:  Thank you.

Now, t he noti on was passed wi th unanimty,
one abstention. My we nove on to the next iten? And
does this satisfy the NRC s need to bring this forward
to the next step?

DR BROSEUS: 1'd just like to nake one
clarifying cooment. |'mnot sure that Dr. WIIlianson
was serious about including ultraviolet, but we're
t al ki ng about ionizing radiationhere. VWhileit's not
defined in Part 35, it is defined in Part 20.
Radi ati on nmeans ionizing radiation.

CHAI RVAN MALMUD:  Thank you for clarifying
that for the record, Dr. Broseus.

May we nove on?

Thank you. It has been a nost stimulating
session, which has cone to a resolution.

MR MLLER | think we can all agree on
t hat .

MEMBER NAG Now t hat we have had no 390,
what |'d like to bring up for a brief discussion here
is 396. Eighty hours is a subm ssion for unseal ed
sources (phonetic) both for parenteral and for oral
adm ni stration. Am1 right? Yes, no?

MEMBER EGGLI: Three, ninety or 3967
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MEMBER NAG  Three, ninety.

MEMBER EGGLI:  Three, ninety.

MEMBER NAG  So 80 hours subm ssion for
both the oral and for the parenteral. Wth 396 we are
only going to do parenteral because the 396 under the
parenteral for those who are Board certified in
radi ati on oncol ogy who have now al ready spent quite a
ot of time in therapy and now need to know about
unseal ed sources for the parenteral adm nistration
only.

For that group of people, are you goingto
need the sanme eight hours that you require for
somebody who i s | earni ng bot h about t hyroi ds and about
parenteral adm nistration, yttrium(phonetic), and so
on, or ny proposal is that for sonebody who already is
an expert on handling radioactive material in the
source, but the parenteral only 80 hours i s excessi ve.
| f you want ne to put a nunber, | would say it has to
be I ess than 80. Wether 60 or 40, | think we can
deliberate, but if the APR rate is going to be
sufficient for only a limted conponent of that, by
definition it should be sonewhat |ess.

CHAI RVAN MALMUD: Does anyone el se wishto
address that or do you want to nake that as a notion

and see what the response is?
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MEMBER NAG If you want nme to mmke a

notion, | would make a notion that for 396, the
di dacti c conponent of that be 60 hours.

CHAI RVAN MALMUD: |Is there a second to
t hat notion?

Not hearing a second, we wll --

MEMBER EGGLI: |'Il give hima second.

CHAI RVAN MALMUD:  You' re goi ng to give him

a second?

MEMBER EGGALI:  Sure.

CHAl RVAN MALMUD: Dr. Eggli gives you a
second, which now opens it up to discussion. Dr .
Br oseus.

DR. BROSEUS: It would be helpful to
include in the notion if possible, not to make it too
conpl ex, a basis for this of sufficiency.

MEMBER NAG  The basis is that for the
entire scope of unsealed sources, including the
parenteral and the oral admnistration, we are
requiring 80 hours. What percentage of that is oral
and what percentage of that is for parenteral is hard
to say, but allow ng for overlap and so forth, | woul d
say, you know, that is why we bring it down. |Instead
of half-half, 1'm looking at 760 rather than, you

know, 40 and 40.
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CHAI RVAN MALMUD:  The poi nt m ght be nade

that in providing the therapeutic application of
radi onucl i des, one often does a di agnostic test first
wi th another isotope or a | esser ampbunt of the same
i sot ope.

In addition, it may cone to pass that the
oral administration of a therapeutic or diagnostic
isotope would be associated with the use of a
t herapeutic i sotopeinthe future, and for that reason
it would be safer to | eave a nunber at 80.

And we recall that under Part 35.396, it
specifically says 80 plus three cases. Under 35. 390,
it's 80 plus 12 cases. So there is a difference, and
in the sense that we don't know what will evolve in
the future, it mght be best to leave it as it is.

However, that is open for discussion.

Dr. WIIianson.

MEMBER W LLI AMSON: Vell, | think in
practice, conplying wi th the 80 hours, you know, given
t he ext ensi ve base of didactic trainingthat radiation
oncol ogi sts get, you know, nuch of the physics and
instrumentation woul d be applicable.

| think that in practice the increnental
burden would be very small. | think the only case

that | can think the 80 hours woul d af fect, you know,
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a very direct way in the way you're thinking would be
those that fail the recency of training test. 1've
forgotten which paragraph. It is in Part 35, but it
seens to nme that someone who is seven years beyond
their residency training and has not had experience
wi th radionuclide therapy probably would, in fact,
have to have 80 hours' worth of training in order to
add this new credenti al

MEMBER NAG Basically that is what | was
t hi nki ng of.

MEMBER W LLI AMSON:  And, you know, |' mnot
sure that someone who is out away fromthis for ten
years, speaking as a physicist, whether it would be
such a bad thing that they repeat, you know, this nuch
trai ni ng.

CHAI RVAN MAL MUD: M. Lieto, you had a
conment ?

MEMBER LI ETO  Well, | was going to state
that | woul d oppose reducing the 80 hours because |
think there are nore radi ati on safety consi derati ons
associated with the admnistration of parenteral
radi opharmaceuti cals than oral, and also it would
remai n consi stent with what we have in 392 and 394 as
requirenents for all adm nistrations. So |l wouldlike

to just keep it as is.
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CHAI RVAN MALMUD:  Thank you.

Any ot her comrents?

(No response.)

CHAl RVAN MALMUD: | f not, should we call
the vote on it?

MEMBER NAG | w thdraw ny notion.

CHAI RVAN MALMUD:  The notion i s wi t hdr awn.
Thank you, Dr. Nag.

MR,  MOCRE: Dr. Ml nud, point of
clarification. This is Scott Mbore.

When you' re tal ki ng about novingontothe
next subject, are you tal king about noving on to the
Nati onal Source Tracking System or are you talking
about noving on to the next subject within Part 35
T&E?

CHAI RVAN VALMUD: | s t here anot her subj ect
under 35?

PARTI Cl PANTS:  Yes.

CHAl RVAN MALMUD:  Then we'll nobve on to
t he next part of 35 T&E. 1Is that what you wanted to
do?

We have a nenber of the public who wi shes
to make a conment on Part 35.

DR VWH TE: Thanks.

Jerry Wiite, Anerican Association of
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Physi ci sts in Medicine.

|"'minpressed with the great attentionto
detail that you've givento the training requirenents
for various physicians, but there are sone T&E i ssues,
| think, that we made comrents on regardi ng aut hori zed
nmedi cal physicists, grandfathering of authorized
medi cal physicists, and RSCs for medi cal physicists,
and 1'd just like to ask the ACMJ if they have had
t he opportunity to consider those, and if the changes
m ght be substantive, if there could be sone way t hat
-- | know the paper copy of these changes is not
avail abl e, but if there were sone oral discussion that
you m ght want to have or have sone way to have ot her
eyebal I s | ook or know about these changes.

CHAI RMVAN  MALMUD: W have several
physicists here who have not comented yet. Dr .
Wl liamson, we haven't heard fromyou for a while.

(Laughter.)

MEMBER W LLI AMSON:  Well, | think that,
you know, | have reviewed this, and | think for RSO - -
| think. | say this very tentatively because it is a
conmplex regulation. | don't think it is unclearly
witten, but | knowhowdi sastrous the m spl acenment of

a comma and the transposition of an "and" or "or" can

be, and | would think that it would serve the
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regul ated community and the NRC to have a few nore
eyes |l ook closely and analytically at these various
revi sions because while they may not be substantive
according to the letter of the Admnistrative
Procedures Act, nonethel ess, we have had m stakes in
t he past that have been very enbarrassi ng, and I woul d
t hi nk that we should find sonme way to on a short-term
basi s make these pre-decisional docunent public or
avail able to people who wish to ook at it.

| think this would help the ACMJ in
crafting its final nmeno to have sone additional input
fromexpert reviewers. So | would ask that we figure
out some way, if necessary, reading this into the
public record or making a notion to append it to the
nmeeting summary which nust be posted in ten days or
sinmply taking the cormmbn sense step of putting it on
the Web so that those people who wish to see it can
see it.

CHAI RMVAN MALMUD: Thank you.

MEMBER W LLIAMSON: | think it can only
hel p i nprove the final product to have some unforeseen
or unantici pated consequence or, you know, nistake
reveal ed.

CHAI RVAN MALMUD:  Thank you.

Dr. Vetter, do you have a coment ?
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VEMBER VETTER: Yes. | don't have the

test in front of nme, but when we reviewed this prior
to our conference call, it appeared to ne that the
guestion that Jerry raised about RSOs has been
adequately answered. That is, there was a gap for
t hose physicists who qualified under ABR, and now
there is one of the "ors" that says if you have a
Master's degree in physics and two years of
experience, you will qualify as the RSO and | think
that takes care of ABR s concerns, doesn't it,
relative to RSO?

CHAl RVAN VALMUD: Dr. Wiite, you raised
t he questi on.

DR. WHITE: Dr. Vetter, | just have to say
| don't know because w thout seeing the actual text,
it's just so hard to respond. Sorry.

MEMBER VETTER: Ckay. Point well taken,
but in nmy opinion it does take care of it.

CHAl RVAN MALMUD:  So Dr. Vetter reassures
you, Dr. White, that in his opinionit is taken care
of , though you haven't seen the text, Dr. Wite.

M. Lieto.

MEMBER LI ETO | would like to also
support Jeff's recommendation that we release this

predeci sional document for people to |ook at. I
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t hink, you know, Jerry White's, you know, conment
bei ng a poi nt that the nedi cal physics community woul d
like to see that this is addressed.

| do agree with Dick though that | think
it does answer the concern. | have an additi onal
guestion regardi ng the RSO preceptor issue.

CHAI RVAN MALMUD: Before we go on to your
addi tional question, is there any objection to
di stributing this docunent?

Dr. Mller.

MR. MLLER The commttee is certainly
withinits rights to make such a reconmendationif you
so choose. We recognize that will be a recomendati on
if you choose to make it that the staff will have to
take to the Commi ssionitself for approval, andif the
Commi ssion were to approve it, and | think what |'m
hearing is a recomendati on.

To put it out for public conmrent again, to
put it out just for the public to | ook at and as a set
of eyes serves no purpose in nmy viewwth regard to
trying to reach a final product unless there's a view
that you would want to seek as a commttee the
public's views on this before we go forward.

And | go back to my coments this norning

of we've got to get to a point where we're not stuck
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inaniterative process that we can't get out of. At
what point in time do we nove forward?

So you know, wth that, the question
beconmes does the committee think at |east fromthe
staff's perspective that the rule should be put out
for public comment and, if so -- and |I need General
Counsel's help on this, Susan, if you can listen --
|"mgoing to ask a question if you'll indulge ne of
our representative fromthe O fice of General Counsel.

If we were to consider putting the rule
out for public coment, could you limt it to sone
portion of the rule or do you have to put the whole
t hing out again for public coment?

MS. CHI DAKEL: The reason | was |just
tal king to Sandy when you called ny attention to your
guestions is that | need to take these i ssues back to
the Ofice of General Counsel. I"m not really
prepared at this point to answer those questions, and
| raised the issue of Sandy.

I t hi nk, you know, t hese are
reconmendat i ons you can rmake, but | think | need to go
back t o my nanagenent and have t hese i ssues resol ved.

MR. MLLER Exactly. | nean, before we
coul d act on the recommendati on, we woul d have to get

approval .
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M5. CHI DAKEL: You woul d have to get an

of ficial opinion fromthe agency.

MR, M LLER Scott is trying to get a
point in here, | think.

MR, MOCORE: Yes. If I may, there are
rul emaki ng mechani sns whereby  we can make
predeci sional rulemaking -- maybe | should call it
draft rul emaking -- available for the public to see.
The O fice of Nucl ear Reactor Regul ation i s usingthat
mechani sm nanely, posting it on the Wb, for the
public to see.

|f the ACMJ believes that we should do
so, you know, it's certainly within your prerogative
to make such a notion and pass it. This has certainly
been such a controversial rule and that mechani smhas
not been used within NMSS very frequently. You know,
we woul d certainly consider it, and may consult wth
t he Conm ssion before we would do so.

MR MLLER Well, we would consult with
t he Comm ssion, yes.

MR. MOORE: (kay. Please recognize that
the Conmmission itself has not seen this |anguage
that's before you. So you're seeing a draft final
rule that the Conm ssion itself has not seen.

So you know, if you want to pass a notion
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that either it be made public so that you can share it
and talk to your counterparts and col | eagues or that
it be nade public and it be comented on again, that's
certainly all within --

MR. MLLER Scott, so that they' re clear

on the notion that they need to nake --

MR MOORE: | think Dr. Suleimn had a
commrent .

MEMBER SULEI MAN: | have. | need sone
clarification. What we're tal king about that the

public hasn't seenthat's pre-decisional, will that be
published as the final rule to take effect after a
certain ampunt of days or is that going to be
publ i shed as proposed rul emaki ng?

MR. MOORE: | can answer that. |If it goes
out now wi t hout any change i n process, after we would
get your conments, we would -- and the agreenent
states' coments, we would send it up to the
Conmi ssion in md-Novenber. The Conmmi ssion woul d
eventual ly vote on it as Roger's l|last slide showed,
and it would go out as a final rule. It would not go
out again for public conment.

MEMBER  SULEI MAN: kay, all right.
| nt eresting.

CHAI RVAN VAL MUD: Does that answer your
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qguestion, Dr. Sul ei man?

MEMBER SULEI MAN: At sone point NRC will
det er m ne whet her there have been substantive changes
to the docunent, whether, in fact, you'll reconsider
and go back and propose it as a newrul e because it's
up to your --

MR. MOORE: No, no. | can answer that.
| checked with the General Counsel yesterday, and the
General Counsel's office yesterday actually, Stu
Treby, was of the opinion that it did not need to go
out for public coment. | don't think "substantive
conmments” is the actual phrase. | think Susan gave
the correct |egal threshold.

M5. CHI DAKEL: And please let me clarify.
He's not the Ceneral Counsel.

MR. MOORE: GCkay. The General Counsel's
Ofice.

M5.  CHI DAKEL: For the record, his
position is the Assistant GCeneral Counsel for
Rul emaki ng and Fuel Cycle. So to make clear that, you
know, he's not the General Counsel.

But in any event, Scott Mooreis certainly
right. That is still our position.

MR MOORE: It did not pass the |egal

threshold that it needed to go out for public coment,

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

140

agai n, but that doesn't nean that it can't go out for
publ i c coment agai n.

Now, in response to Charlie's point to
clarify, there are a couple of options. One is the
ACMUI coul d recommend to the staff that it should go
out for public coment again, and we'd ask that you
give us a basis for that if you pass a notion to do
so.

Anot her comment that the ACMJ coul d gi ve
us, you could pass a notion that it be nmade avail abl e
to the public not necessarily for comment, but just
made avai |l abl e publicly, and t here are nechani sns t hat
the staff could do that.

CHAl RVAN MALMUD: Excuse me. By the term

"made avail able,” that neans it will be nade avail abl e
tothe public to see prior to anyone i n the NRC seei ng
it? | mean, does that create an enbarrassnent for
anyone?

MR,  MOORE: No, no. It won't be an
enmbarrassment .

CHAI RVAN MALMUD: | just want to meke
sure.

Dr. WIIianson.

VMEMBER W LLI AMSON: Wel |, then, you know,

et ne state ny intention was not to materially tryto
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del ay the process of ultimate approval, but only to
aidthis commttee by sharing this with col | eagues or
being able to share this, to be able to solicit
addi tional input on the details.

So given that, | would nmake the notion
that we make it available to the public and not
request a separate cycle of public commentary.

CHAl RVAN MALMUD: M. Lieto?

MEMBER LI ETO | was going to second t hat
until he said not nmake it available and not allow
public comrentary. | think that's the reason you want
to do this, is so that they can get some input from
the ot her parties.

| nean, | don't disagree with that we
don't want anot her around of rul emaki ng and t hat whol e
busi ness, but you know, | think you need to see
this --

MEMBER W LLI AMSON: Well, sending it for
public commentary is a formal nmechanism It has to be

published in the Federal Register again. It would be

a substantial delay in their process of several
nonths. | amsinply proposing to nake it available to
the public imrediately.

MEMBER LI ETO  What's t he val ue of nmaki ng

it available if nooneis goingto have the ability to
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provide input to the staff to see if there are i ssues
that we nmay have not recognized that create

difficulties?

CHAI RVAN  MALMUD: | understand your
guesti on.

Dr. Sul ei man.

MEMBER SULEI MAN: Ri ght . W need to
follow sone discipline in the process. If we want

this to be published and not get any corments, | agree
with Charlie MIller. There's no point in it. The
decision is made. We've been given the opportunity to
see it, but it's the NRC s deci sion.

That's why | was asking earlier for
clarification. |If there was, for lack of a better
word, significant, substantive, whatever changes where
it has changed enough and that's the NRC s call, then
t hey woul d say, you know, "W have to go back and go
t hrough the whol e public comrent period."

But it sounds like to nme that we're beyond
that, and this was just a courtesy. Here's what the
final rule is going to be.

CHAI RVAN  MALMUD: You' ve raised the
guestion which | was going to ask in a different
manner, and that is that we have physicists on our

conmm ttee. Dr. Vetter has seen it and has no
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objection to it. Dr. WIIlianson has no substantive
objection to it, though he says he has not reviewed
every last detail of it to his satisfaction, but he
has no objection to it. | don't see why the usual
process has to be invaded.

MEMBER W LLI AMSON: Can | state ny
rational e, please?

CHAIl RVAN MALMUD:  Yes, you may.

MEMBER W LLI AMSON: M rational e woul d be
that there would be individuals | could personally
solicit feedback fromon the details and be able to
gi ve a nore infornmed eval uati on of this regul ation as
a menber of the ACMJI. That's maybe a weak rati onal e,
but that's, in fact, what | would do if it were made
avail abl e --

CHAI RMVAN MALMUD: Thank you.

MEMBER W LLI AMSON: -- to those who are
interested in reading it.

At least | personally would solicit sone
addi ti onal input from menbers.

MEMBER LI ETO  But then you' d be provi di ng
i nput into the working group.

MEMBER W LLI AMSON: That's correct. I
woul d, you know, attenpt todothis. | think thetinme

frame of three, four days fromnowis very tight to do

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

144

this, you know. To try to get a few nore days woul d
be hel pful.

CHAI RVAN VALMUD: Does anyone wi sh t o nake
a notion to that effect or shall we just --

MEMBER W LLI AMSON: | have nmade the
not i on.

CHAI RVAN MALMUD:  Trish?

DR. HOLAHAN: Yes, excuse ne.. |'d like
t o enphasi ze what Dr. MIller said. First of all, we'd
have to go to the Conm ssion and ask if we'd have to
put out the draft rule | anguage on the Wb, but what
| understand is what you're sayingis if we put it up
on the Wb and you would solicit coments from
speci fic stakehol ders and get back to us, and so you'd
need nore tine.

MEMBER LI ETG  This is Ral ph Lieto.

| would agree with what you just said,
Tri sh.

DR. HOLAHAN:. Ckay.

MEMBER LI ETO.  Now, how nuch tinme? Is two
weeks unreasonabl e or ten days or sonething |ike that?
| mean, | know we want to try to keep it short, but I
t hi nk what you're tal ki ng about in terns of basically
two business days is not really practical.

MEMBER W LLI AMSON:  Yeah. So | think ny
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not i on woul d have to be anmended to i ncl ude enough ti e
to acconmpbdate your process for querying the
Commi ssion and then give people a few days to the
sel ected few peopl e that perhaps | and other nenbers
of the ACMJ would solicit to get input; we woul d need
a few days to --

DR. HOLAHAN: W would have to nmake it
available to all the public. You can't just go out to
a few

MEMBER W LLI AMSON: Well, it would be
available to all the public, but you know, | am not
going to personal ly contact each nenber of the public
who reads this. I would contact a, you know, few
know edgeabl e peopl e, you know, and Dr. Vetter, could
detect errors in this.

MEMBER VETTER: |  think what Dr.
W lianmson has suggested does have val ue, but | also
think there's a huge risk there in going out and
soliciting input from a few selected individuals.
Soneone out there will not be contacted and will be
very unhappy with the process.

CHAI RVAN MALMUD:  Thank you, and there's
a menber of the public that wshes to make a
st at enent .

DR WHITE: Yes, | would just like to, in
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answer to Dr. Hiller's (phonetic) question, | think
the value is clearly the staff has taken gui dance from
the ACMJl inthis regard, and that if there's sonme way
for the regul ated conmunity to have consultation with
or voice an opinion to the ACMJ, | think that's an
appropriate nethod for perhaps effecting change in
this. | think it's not really a "do" |oop issue.
thinkit'snorealimtsissue. You know, the epsilon
and sigma issue.

We're getting very close to the final
product after many years of effort, and these | ast few
details woul d benefit fromjust one nore | ook, and it
doesn't need to take nore than a week or so. | nean,
| don't know exactly how nuch tinme, but we're really
not tal ki ng about ext endi ng anot her request for public
conments, but just rather one nore set of eyeballs for
these final things which for physicists are very
i mportant.

The grandfathering of AMPs is a vital
i ssue for us, and we don't know what the |anguage
| ooks Iike.

CHAIl RVAN MALMUD:  Thank you. We've heard
your concern.

There is a notion on the floor. Has it

been seconded?
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MEMBER LIETO | will second

CHAl RVAN MALMUD: M. Lieto seconded it.
Any further discussion of the notion?

MEMBER SULEI MAN:  What is the notion?

CHAIl RVAN MALMUD:  Wbul d you repeat your
notion, Dr. WIIlianson?

MEMBER W LLI AMSON:  The notion is to make
the predecisional rule publicly available so that
ACMU nenbers may be able to solicit additional input
in formulating witten opinions for the staff.

MEMBER NAG I would suggest that same
notion -- just leave out the last part of the
sentence. You don't need to hear why it has to be
made public.

MEMBER W LLI AMSON: Al right. So Il
rephrase. The notion is to make the predecisiona
material publicly available and extend the deadline
for ACMJ input to give us five working days fromthe
date it is made publicly available to finalize
i ndi vi dual comments to the staff.

CHAl RVAN MALMUD:  Dr. Sul ei man.

MEMBER SULEI MAN: | think this nodifies
the whol e process. | think we should just go -- |
woul d not support.

CHAI RVAN MALMUD:  You' re not supportive of
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MEMBER SULEI MAN:  No.

CHAl RVAN MALMUD:  Any ot her coment s?

Call the question. Al in favor.

(Show of hands.)

CHAl RVAN MALMUD:  All opposed?

(Show of hands.)

CHAI RVAN VAL MUD: The notion does not
pass.

May we nove on to the next itemif there
i s another one under Part 357

DR. BROSEUS: |'ve conpleted ny
presentation.

CHAI RVAN MALMUD:  You' ve conpl eted your
presentation, Dr. Broseus?

DR. BROSEUS: Save one item and that is
to thank you all for the extraordinary effort put into
this because everybody has put a lot of |abor into
having the rule that conmes out. Yes, pat yourselves
on the back. W are, too. Thisis adifficult rule,
and we' re doi ng our best to nmake it good, and you guys
have done a lot in that direction. | really
appreciate this.

CHAI RVAN  MALMUD: And the conmittee

appreci ates your effort and the enornous input that
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we' ve had fromyou and your staff.

DR. BROSEUS: Well, | amat your disposa
if there are anynore questi ons.

CHAI RVAN  MALMUD: W do have a full
agenda. |Is it sonething that's urgent, Ral ph?

MEMBER LI ETO. Well, if we're not going to
be putting this out for a predecisional, then | think
we need to address these specific points then, and if
it takes a while, then | guess that's going to be the
case.

MEMBER W LLI AMSON: This is the |ast
nonent. We need to take the tine.

CHAI RVAN MALMUD:  \What woul d you like to
take a little time on?

MEMBER LI ETO Wl |, ny next point that |
would like to address, |'ve got actually two. | t
appears that in this predecisional docunentation it
states that a person who was an RSO and then is no
| onger an active |listed RSO cannot be a preceptor. So
if our esteemed colleague, Dr. Vetter, |eaves his
institution as an RSO and is no | onger the |isted RSO
on the | i cense, he cannot be the preceptor for anybody
el se's training and experi ence.

And so | would Iike you to address that

point first.
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DR BROSEUS: 1Is that a question?

CHAl RVAN MALMUD: |Is that a question to
Dr. Vetter?

MEMBER LI ETO No, it's a questionto the
NRC staff.

DR. BROSEUS: W haven't changed the
definition of a preceptor except to add to it as
reconmended by the ACMJIl to say it could be a person
who is famliar with the training. |In other words,
they don't have to direct the training. GCkay? That's
in 35.2, is the definition.

So we haven't changed the definition
except to add to, as per your reconmendation. Ckay?

And the other areas where we tal k about
t he preceptor ruleitself are basically unchanged. So
|'m not quite sure what the basis for the question
really is.

MEMBER LI ETO Well, it's on actual |y page
33. It says if an individual status as an RSO, ANP,
ANP or AU is dropped, revoked or renmoved from the
| i cense or because of poor conpliance with the NRC s
regul ation, that person can no |onger serve as a
preceptor. | mean that's what it states.

Now, | don't knowif that was the intent,

but what it states is that --

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

151
DR. BROSEUS: |'m not sure that we have

t he same page nunmber. |Is this -- is there an issue
nunber associated with this? Because the --

MEMBER LI ETO. Actually it's i ssue nunber
two on page 33 on what | have. 1t's your pagination.
So even an authorized user who nmay have been on a
i cense and maybe the Director of Training; sol think
there needs to be a clarification.

And | think this also gets to the issue of
aut hori zed nedical physicists and who can be a
preceptor for an aut horized nmedi cal physicist. W've
got to, you know -- that would basically alnost
elimnate a first pool of authorized nedica
physi ci st s.

DR BROSEUS: | think as | read this, this
is in response to a coment from an agreenent state
about who can and can't serve, and at the end we're
tal king about if sonebody is renopved for cause that
t hat woul d be --

MEMBER LI ETO Well, it says "or" and it
doesn't --

DR. BROSEUS: Right, but we woul d have to
go back and, again, |ook at your conment and insure
t hat we haven't put sonething into the response that

is removing the ability to be a preceptor that's in
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conflict with the definition intended for --

MEMBER W LLI AMSON:  Well, | guess thisis
a good question. |If the director of one's training
programretires and ceases to be an aut hori zed user at
some future point in tinme, can that person serve as
t he preceptor for a graduate of the program presum ng
they were under the assunption that they were an
aut hori zed user, you know, at the time, in the tine
frame that's rel evant for docunenting the applicant's
credenti al s.

That's the question

DR BROSEUS: M first stopistoreadthe
rule. Ron, do you want to add anythi ng?

My first stop would be to read the rule
and see what it says.

MEMBER W LLI AMSON: Wl I, tell us. W are
aski ng you.

DR BROSEUS: Yes.

MEMBER W LLI AMSON: | mean, that's
evadi ng.

MEMBER LIETO. | think, you know, and I
know |I' m soundi ng repetitive, it gets back to being
able to l ook at the rules that we're going to be, you
know, reconmmendi ng and submitting changes for. You

know, if we're not goingto-- I don't knowif we need
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togoto a formal notion or not, but I think if we've
only got a few days to provide comments to the NRC
staff, you know, | think we need to be given the tools
to make, you know, valid comments and know edgeabl e
comments to you and to see it in the whol e context of
t he preceptor definition, especially with the RSO and
especially with the authorized medical physicist
aspects because there has been a nunber of changes,
that | would |like to see that, you know, within the
next day or so.

| mean, if |I've only got basically to the
18th, thenI'd like to see that, you know, by the end
of the day tonorrow.

MEMBER W LLI AMSON: | just would like to
have the answer to my question.

DR. BROSEUS: If | understood the question
correctly, could a person who was an aut hori zed user
continue to serve as a preceptor

MEMBER LI ETO.  Correct.

DR. BROSEUS: And | woul d have to | ook and
see what the rul e says, but onthe face of it, I would
say, nho, they're not an authorized user. If a person
isn't naned in the rule as a person who can serve as
a preceptor, then the answer to the question woul d be

no, but | also have to |l ook at the definition, and if
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t hat person, for exanple, was in a training program
during that training program |'mnot sure about this.

Ron?

DR ZELAC. This is Dr. Zel ac.

| f one | ooks specifically, Ralph, at the
question of the radiation safety officer, the best
thing to do is to | ook back at the definition that
appears nowin the rule for radi ation safety officer,
and it reads that an individual who neets the
requi renments in 3550(a), nmeani ng Board certified, and
3559, recentness of training and experience, or is
identified as aradiation safety officer onalicense.

Soin Dr. Vetter's case, for exanple, if
he were to cease being the radi ati on safety officer at
Mayo Cinic, he would still qualify as radiation
safety officer on a quick read under the first
provision that | read, that he neets the requirenments
in 3550(a) and 3559. At l|east for the next seven
years he woul d.

DR BROSEUS: This is really not a new
question. This is an interpretation of the current
rule. So I think that answers the question

Thank you.

MR, MOORE: And if | rmay address Dr.

Lieto's comment on the timng question, first of all,
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with regard to getting, you know, full information by
tomorrow, with regard to the red line strikeout
version, the staff is preparing a red |ine strikeout
version. One has been devel oped, but it's not QAed.

Going back to the coments from the
telecon, | think we said in response to Lynn's
reconmendati on that we thought it was a good i dea and
we woul d certainly consider it.

The staff plans to do so for issuance of
the final rule. Wth regard to getting it out, we
want to nake sure that we get the right thing out and
there are not errors in it before we issue it.

Wthregardtogetting out afull rule, we
agree that that would be helpful. |If the conmttee
needs additional tinme, that would be certainly
somet hi ng we coul d consider, but as | had nmenti oned,
we woul d need to ask the Comm ssion for that, and to
do that, you know, we would need you all to tell us
that you need additional tinme for that and give us a
basis for that, and you know, we would tell the
Conmi ssi on t hat.

But absent that, we would have to work
under the schedul e that we have now.

CHAIl RVAN MALMUD:  Dr. WIIianson

VEMBER W LLI AMSON: I think the other
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i ssue that was raised on the teleconference is the
i ssue of grandfathering for the authorized nedica
physicist. Wy that is of special concernis that the
aut hori zed nedi cal physicist as an entity within the
regul ations hasn't existed until recently, and so
there is a concern about how the details of the
grandfathering would work in order to assure that
there are enough individuals who are grandfathered
into that status that there would be an appropriate
supply, an adequate supply of preceptors.

This is a confusing issue to ne. As |
understand the concern, it's that in many agreenent
state licenses there is no counterpart to the
aut hori zed nedi cal physicist or HDR physicist that's
nanmed in the |license, and so that there is a pool of
potential individuals fully conpetent HDR ganmma
stereotactic and Cobalt 60 tel et herapy physici sts who
are carrying out all of the duties nanmed in the 600,
but sinply because of the peculiarities, the
semantical differences effectivelyinthewaylicenses
are witten in sone agreenent states versus in NRC
directly regulated states, there will be a group of
i ndi vi dual s who won't be grandfat hered, and so there
is some concern, you know, how |arge this pool of

i ndividuals will be, whether this was going to cause
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difficulties in the early inplenmentation of the rule
to be able to get the individuals named on the
i censes, et cetera.

And so | think as | recall from the
tel econference this was sort of answered in the
negative as being, well, just tough | uck. These
peopl e won't count as AMPs and can't be preceptors.
And | was wondering if you had put sonme further
t hought and have any idea on how this mght be
resolved either in —rule |language or in the
i npl ementation of the rule.

DR. BROSEUS: We in the working group gave
consi derabl e attentiontothis issue, but |'mgoingto
defer to Ron and MSIB to see if he can address this a
little later. | mght be able to.

CHAl RVAN MALMUD:  Dr. Zel ac?

DR. ZELAC. \What the working group had
recogni zed was exactly the sane i ssue t hat you' ve j ust
rai sed, and what the working group had hoped coul d
t ake place was a suggestion to be nade available to
t he general medi cal physics community as well as their
regul ators, many of whomare in the agreenent states,
to nove ahead forthright before Subpart J is gone, to
in sone way beconme nanmed on a license, to becone

listed on a |license and thereby be eligible to serve
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as a preceptor for others seeking simlar
aut hori zati on.

| know that there was reluctance on the
part of our Ofice of State and Tribal Progranms to
convey this in that fashion, to make such a suggestion
t hrough an all agreenent states |letter or some other
mechanismto the agreenment states, but | think that
i ssue was probably at |east one that | would have
expect ed woul d have been di scussed at the recent OAS
nmeeting in sone fashion so that there wouldn't be
people in such a gap in the future.

DR. BROSEUS: The reluctance, Ron, was in
putting a requirenment in here that would be laid on
agreement states because we have to be very careful
about that.

DR, ZELAC: | wasn't speaking of a
requirement. | was speaking specifically of a
suggestion to be made, and | think there was --

DR BROSEUS: -- SPB and others and the
state nmenbers of the working group are aware of this.

CHAI RMVAN MALMUD: Thank you.

M. Bail ey.
MEMBER BAILEY: | have to address that.
| nean, only one-fifth of the nmedical |icensees are in

NRCterritory. So you're goingto have four-fifths of
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the facilities not having named nedi cal physicists.
Quite frankly, this is the first tinme |'ve heard of
this potential problem but I think we've probably got
wr apped around the axle on 10(e) for doctors, quite,
frankly.

| can tell you right off we in California
woul d object to it because it's an increase in work
load to go just to nmeet a newwhim to go through and
eval uate the nedical physicists that are presently
operating on our |icenses.

W do have a list of people that we
consi der to be qualified as nedi cal physicists, but to
go through and name them on a license would be a
tremendous work load, |I think, on the states to do.
So I"'msure we woul d object to doing it.

DR. BROSEUS: But what |' mhearing t hough
is that the state recognizes that these people are
qual i fi ed and al nost by inplication that your state,
persons who are well qualified wll likely be
aut hori zed.

MEMBER BAI LEY: | have to respond to that
that in nost cases | would say we do not know who t he
medi cal physicist is at a hospital. W know how the
RSO i s. We know in nost cases who the authorized

users are, but in many, many cases, we don't know who
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t he medi cal physicist is or whether there is even a
resident nedical physicist on the staff of that
hospital or whether or not they're contracting with
soneone outside the hospital itself.

CHAl RVAN MALMUD:  Dr. WI i anmson

MEMBER W LLI AMSON: So what will your
state do then in this situation? Because a new
regulation will conme around which says that you have
to have authorized medical physicists. One of the
criteria for being an authorized nedi cal physicist is
t hat anot her authorized nedi cal physicist attests to
t he conpetence of the individual.

So what would be a solution to this in
your state? |'mecurious to know

CHAI RVAN MALMUD:  The questionis directed
to you, M. Bailey.

MEMBER BAI LEY: Basically, what we are
doing right nowis if this question comes up, and it
came up i n the mamography field, is that we | ook for
Board certified people. Absent soneone bei ng Board
certified, then we have basically an underground
regul ati on that says, hey, you' re going to get on the
list, and to do that, you have to have your training
and experience, your equipnent, and your protocols

you're going to use.
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Now, I will go back and see what, if any,
pl ans we have nade to add nedi cal physicists to the
license, and | think we need to query all of the
agreenent states. I'"'m not sure that all of the
agreenent states -- in fact, I'msure not all of the
agreenment states are really aware of this provision.

MEMBER W LLI AMSON: | guess the other
qguestion | would ask to the staff al ong the same |ines
i's, you know, ny understandi ng of how we function as
a broad scope Ii censee, even as an NRCregul ated state
i s specific physicists and authorized users are not
actually nmentioned on the license, but the |icense
gives the radi ation safety commttee the authority to
review the training credentials of candidates for
aut hori zed user and authorized nedical physicist.

And as an act of the radiation safety
comrittee, basically designate these individuals in
these roles. So would you consider individuals that
have been desi gnat ed by t he radi ati on safety conm ttee
of a broad scope licensee in either an agreenent
statement or in an NRCstate to acceptabl e preceptors?

CHAI RVAN VALMUD: To whomi s t hat questi on
addressed, Dr. WIIlianmson?

MEMBER W LLI AMSON: Thi s i s addressed to,

| think, Dr. Broseus and Dr. Zelac, who seemto be

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

162

fielding these questions.

DR. BROSEUS: Let me tell you what |'m
heari ng, and we need to go back with. First, you have
identifiedthe potential problemthat a person cannot
serve as a preceptor who i s not an authorized nedi cal
physici st, but has never been authorized, and it's a
chi cken and egg syndrone.

And so we have to look at have we
adequately provided for an avenue for people to serve
as preceptors to be precepting for an authorized --
attesting for anedi cal physicist. That's nunber one.

Nunmber two is an issue that is already
there and dealt with routinely on broad |icensees, and
that is basically the broad |icensees have the sane
responsibilities that |license reviewers do. I
shoul dn't say it that way, but they' re bound by the
sane rules. Ckay?

Now, generally speaking, and |I'd have to
|l ook at this in detail, if an individual is nanmed by
a broad Iicensee or a permttee, |like in the VA, they
can serve in the same role as an authorized user
aut hori zed nedi cal physicist or whatever. Pl ease
correct me if I'"'mwong, but | think that that's a
non- pr obl em

The probl emwe need to go back with to the
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working group is to make sure we have provided an
avenue appropriate for a personto attest for nedical
physi cs.

MR. MOORE: Roger, if | may, in answer to
Dr. WIliamson's question, | guess first I'd like to
say that the question that you raise, it's a problem
under the current rule as nuch as it's a probl emunder
the draft final rule, and so it's not a new probl em
that you're raising. It's a problemwith the rule
that's out there right now The wording itself
doesn't change.

That said, you know, it's a wvalid
question. | can't speak for thelegal interpretation,
but 1 think we woul d take a conmon sense approach, and
if a person is identified as a user under a broad
scope license or under a nmaster material |icense and
that identification is nade in witing sonewhere, |
would think that we as a regulatory agency would
recogni ze that the sane as i f sonebody was i dentified
on a license itself and accept that as a preceptor
identification.

And what you're really getting to is how
often do we chall enge the credentials of a preceptor
and that's fairly rare.

MEMBER W LLI AMSON: Well, it's only rare
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because, in fact, the country is being governed by
Subpart J where this is a non-issue, and so, you know,
you say that, yes, it'sinthe current regul ati on, but
the reason we're all here discussing this today is
because we all know that the current regulation is
broken. That's why we're trying to fix it.

And so | think thisis a-- I'"'msorry if
| don't find your answer satisfying.

DR. BROSEUS: But let nme repeat. I
understand that your issue is a person may never have
been named as an aut hori zed nmedi cal physicist, and so
there's a potential problem The definition requires
that a person be an authorized nedi cal physicist to
serve as a preceptor, but no such party exists.
Bottom | i ne.

MEMBER W LLI AMSON: That's my concern, is
how you're going to convert the existing user base.
For authorized users, | presunme this is nmuch |ess
significant a difficulty because that's a well
established entity within both state and federal
regulations. So it's sort of transparent to match.

CHAI RVAN MALMUD:  We have presented you,
Dr. Broseus with that dilemm, which we hop you wll
report back to us about at our next neeting.

VEMBER W LLI AMSON: So the fact that there
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aren't ready answers to his, you know, shakes ny
confidence sonmewhat in, you know, giving an
unqual i fi ed endorsenent to this rule..

CHAl RVAN MALMUD:  Dr. Ml ler.

MR. M LLER  Sonething you just said was
troubling to nme concerning reporting back at the next
neet i ng. | think Ralph and Jeff have offered a
concern in this area, and it sounds to nme, if |
understand the concern that you raise, if we go
forward and promul gate theregulationasit'switten,
it's going to be problematic.

So reporting back at the next neeting is
going to be an issue. | guess ny question would beis
there sone recommendation that the committee could
make to us to fix the problem

MEMBER W LLI AMSON:  Yes.

CHAI RMAN  MALMUD: W wll give Dr.
Wl lianmson an opportunity as soon as we hear frombDr.
Howe.

MEMBER W LLI AMSON: | woul d recomend - -

(Laughter.)

CHAI RVAN  MALMUD: Dr. WIllianmson is
recomrendi ng we hear fromDr. Howe first.

DR. HOAE: | just wanted to make a comment

as to the fact that the NRC had this sane predi canent
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when we brought in the authorized medi cal physicist,
and one of the things that happened when we did that
was we already had -- and | don't know if the
agreement states do it -- we already had physicists
listed for tel et herapy physicists, and because we | i ne
itemed renote after-| oaders, we had physicists |isted
for authorization for HDRunits and physicists |isted
for authorization for gamma knife units, and those
physicists that were listed on |icenses or recogni zed
by broad scopes as being physicists for HDR and
physicists for ganma  knife were considered
grandf athered, and the tel etherapy physicists were
certainly considered grandfathered.

So that gave us a small, but an existing
basi s for havi ng aut hori zed nedi cal physici st precept.

CHAl RMVAN MALMUD:  Thank you, Dr. Howe.

Dr. WIIlianson.

MEMBER W LLI AMSON: Well, | think this
sounds li ke I'msure it was everybody's i ntention that
the rule work this way, but the |l anguage is stated in
such a specific way that it may not. So, you know, |
t hi nk ny proposal woul d be that you anend the |icense
or the rule -- excuse nme -- and change the
grandf at heri ng procedure to basically nean just what

Dr. Howe sai d, that individual s who are now aut hori zed
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to serve as physicists for high dose rate
brachyt herapy, Cobalt 60 teletherapy and gamm
stereotactic by whatever mechanismin the agreenent
states or in NRC st at es be grandf at hered as aut hori zed
nmedi cal physicists inthose respective nodalities and
avoi d the | anguage, the unduly restrictive |anguage
listed on a |icense, you know, and cone up with some
substitute | anguage that captures the popul ation.

Because ny under st andi ng woul d be even in
California, fuel cycle 86-4, which came out in 1992,
was an edict that basically said, created through
underground regulation or whatever you call it an
entity called HDR Physicists that had to be Board
certified, had to attend treatnents.

And so | would presunme the agreenent
states, you know, essentially had sone nmechani smfor
promul gating those rules. No?

CHAl RVAN  MALMUD: You've made a
reconmendati on on di scussion. Can you just nake the
recommendati on, a brief recommendation to the --

VMEMBER W LLI AMSON: | will restate ny
reconmendat i on. My recomendation is that 3557 be
nodified toread as follows: that physicists who have
been authorized to serve the function of authorized

nmedi cal physicists for high dose rate brachyt herapy,
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gamma stereotactic radiosurgery and Cobalt 60
tel et herapy be grandfathered to be allowed to serve
as aut hori zed nedi cal physicists for those respective
nodal i ti es.

CHAI RVAN MALMUD:  |Is there a second to
that nmotion? And then we'll open it for discussion.

MEMBER LI ETO  Second.

CHAI RVAN VAL MUD: It's been noved and
seconded, now open for discussion.

MEMBER BAI LEY: Qur biggest pool of
medi cal physicists are not in those areas. They
really are accel erator physicists, and |I'm not sure
why | woul d excl ude one of them from bei ng naned.

CHAl RMVAN MALMUD: Dr. WIlianmson, do you
care to respond?

MEMBER W LLI AMSON: "1l try because |
think the intent of the newregulations is torequire
the authorized nedical physicist to have specific
experience, clinical experience essentially with the
nodality in which they are allowed to precept in. So
t hat a physici st who has never supervised a hi gh dose
rate brachytherapy procedure before and only does
external beam therapy would not be considered a
sui tabl e preceptor, but soneone who is currently --

and |I'm sure California is full of high dose rate
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brachyt herapy units -- woul d be, you know, a suitable
i ndi vidual for serving as this preceptor.

CHAl RVAN MALMUD: M. Lieto?

MEMBER LI ETO | think Dr. WIIianmson
woul d maybe agree with this change to his notion and
it answered M. Bailey's concern if he replaced the
word "Cobalt 60" with "tel etherapy,” and that woul d,
| think, nmeet the intent of both groups.

MEMBER W LLI AMSON: Ckay, yeah. Okay.

CHAl RVAN MALMUD:  Are you willing to?

MEMBER W LLI AMSON: Ch, sure.

CHAI RVAN  MALMUD: So your notion is
anended to replace Cobalt 60 with tel etherapy. Does
t he second remain intact?

MEMBER LI ETG  So seconded.

CHAI RVAN MALMUD:  All right. It has been
noved and seconded. Any further discussion of that
itenf?

Dr. Broseus.

DR. BROSEUS: I'd just like to clarify
because you brought up the point, and that is as
recoomended by ACMJ for an authorized nedical
physicist to qualify as an ANP, an individual has to
have training for the types of use which authorization

is sought, and that includes hands-on device
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operati ons.

And so I'mnot sure if |I hear your -- I'm
not sure if I'mclear about where your notionis, and
that is: would your notion allow all of those types
of medi cal physicists?

MEMBER W LLI AMSON:  No. It would not be

DR. BROSEUS: O would it be specific to
use?

MEMBER W LLI AMSON: It woul d be specific
to use. All I'"'mtrying to do is suggest a nore
general fornulation of the grandfathering |anguage
that, you know, gets around, you know, substitutes
listed onthe license for sone nore general concept of
aut horized currently by their license or |icensee or
agency, whatever it is, to perform the functions
listed in 35.600. That's the concept, is that there
is a pool of working physicists within the agreenent
state organi zation, within the agreenent states that
one way or anot her have been aut hori zed to performthe
requi red function sin 35.600, and t hose are t he peopl e
that logically need to be grandfathered, and we have
to alter the |anguage.

CHAI RVAN MALMUD:  Any further discussion

of the notion? Do you want to call the notion?
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MEMBER LI ETO | was just going to say the

bottom line, | think, here, Roger, is that in the
predeci sional draft, it states that the NRC does not
believe that it is appropriate to grandfather nedical
physicists to allow themto serve as AWMPs, and what
we're saying is that that cannot be. W need this
initial pool of AMPs to be grandfat hered, existing AVP
nmedi cal physicists to be grandfathered as AMPs, both
fromthe standpoint of continuing care and, two, to
serve as the pool for preceptors for shall we say the
second wave of AMPS?

CHAI RMVAN MALMUD: Thank you.

Do you want to call the notion? Al in
favor?

(Show of hands.)

CHAl RVAN MALMUD:  Any opposed?

(No response.)

CHAI RVAN MALMUD:  Any abstentions?

(No response.)

CHAI RVAN MALMUD: It carries unani nously.

Are there other itens under this topic?

May we nove on or shall we take a break
for lunch? How are you all feeling? Dr. Mller.

MR. M LLER: At the risk of having

everyone in this roomshoot ne --
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CHAl RVAN MALMUD: We're not ar nmed.

MR MLLER -- | take it that our goal
fromthis meeting obviously our original intent was
not obtained. However, |I'd like to be able to walk
out of this neeting if possible and tell me if it's
not possible with the knowl edge that, wth the
exception of the issues that have been raised and
vot ed upon, which we will take under advi senent with
regard to change, that other aspects of the rule
are --

CHAl RVAN MALMUD:  Accept abl e?

MR. MLLER -- acceptable and we can go
f orward.

You know, what 1'd like to be able to do
is to be able to say, you know, when we go forward
with the rule, "Here's the recommendati ons t hat ACMUI
made to us with regard to what you see before you,
Conmi ssi on, and here's how we dealt with those."

And absent those specific itens, because
the Conmission will ask us this, is ACMJ okay wth
the rule as it's being proposed?

CHAIl RVAN MALMUD: My feeling is that the
answer to your questionis affirmative, but | et me ask
t he nenbers of the committee.

Wth the exception of those itenms which
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we' ve brought to the attention of staff, do we approve
of that which we've reviewed to nove forward?

Sal ly?

M5. SCHWARZ: | woul d |i ke specificallyto
state rather than just generally; | would like to
state for nuclear pharmacy since we really haven't
mentioned this at all in the discussion. | nean, it's
really the only specialty that's not been di scussed,;
t hat we do agree with the regul ations that are witten
for the training and experience for nucl ear pharnmacy.
We have no problens with it as it is witten.

CHAl RVAN MALMUD:  Thank you.

Shall we entertain a notion to nove
forward with all of the itenms except those which have
been brought to the attention of staff?

MEMBER EGGLI:  So noved.

CHAl RVAN MALMUD: Dr. Eggli. A second to
t hat ?

MS. SCHWARZ: Second.

CHAl RVAN MALMUD:  Ms. Schwar z.

Al in favor?

(Show of hands.)

CHAl RVAN MALMUD:  Any opposed?

(No response.)

CHAl RVAN MALMUD:  Any abstentions?

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

174

(No response.)

CHAI RVAN MALMUD: It carries unani nously.
You have achi eved your goal.

MR- MLLER Thank you.

(Laughter.)

CHAl RVAN MALMUD:  Now, is there a reward
for that?

MR MLLER Let's go to |unch.

CHAl RVAN MALMUD: W' || reconvene at one
o' cl ock pronptly.

(Wher eupon, at 12:12 p. m, the neeting was
recessed for lunch, to reconvene at 1:00 p.m, the

sanme day.)
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AFTERNOON SESSI ON

(1:03 p.m)
CHAl RVAN MALMUD: W are now back for the
aft ernoon session, which begins with the second hal f
of the norning session, and the itemon t he agenda now
will be introduced by -- | lost ny place.
PARTI CI PANT: This is the proposed change
on the AOcriteria.

CHAl RMAN MALMUD: And this will A. Jones

of the NRC

PARTI Cl PANT:  Andrea Jones.

M5. JONES: Yes.

CHAI RVAN  MALMUD: Andrea Jones. ['"'m
sorry. Is it Dr. or Ms. Jones or Ms. Jones?

MS. JONES: Ms.

CHAIl RVAN MALMUD:  Ms. Jones. Ms. Jones,
and what is your role with the NRC so we nay
i ntroduced you properly?

M5. JONES: Health physicist.

CHAl RVAN MALMUD:  This is Andrea Jones,
health physicist with the NRC, and the project is
entitled "Proposed Changes to AO Criteria."

Thank you.

M5. JONES: Ckay. Thank you.

Today |I'm going to present new | anguage
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that, if approved by the Comm ssion, will change the
way t he NRC cl assifies and reports to Congress nmedi cal
events that we call abnormal occurrences.

Okay. What is an AO? The NRC defines an
abnormal occurrence as an unschedul ed incident or
event determ ned to be significant fromthe standpoi nt
of public health or safety.

An AO can occur at a nucl ear power plant,
a fuel facility, a radiography fill site, but in the
majority of the cases that we get reported to us, they
occur at hospitals or nmedical facilities.

kay. Wiy should we revise the AO
criteria? To appropriately classify and report to
Congress only those events that the Conm ssion
consi ders to have safety and security significance; to
reduce potential m sunderstanding by the public of
actual health or safety significance from nedical
event occurrences; and to acknow edge the i ntroduction
of evolving therapeutic treatnent pr ocedur es
delivering high radiation doses to portions of an
organ or tissue.

Let me give you just a couple of exanples
to support a revisenent of the AOcriteria. |n 2003,
one of the cases that we included in the AO report

involved an event where a patient received four
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mllicuries of Thallium?201 instead of the prescribed
dose of four mllicuries of |odine 131.

What' s t he saf ety significanceinvolvedin
this case? Well, the oncol ogi st eval uati ng the case
reported that no adverse health effects woul d occur.

Anot her case. During an intervascul ar
brachyt herapy treatnent procedure, 2,300 rads was
given to an area approxi mately one and a half inches
away fromthe i ntended prescribed treatnent site. |If
a menber of the public were to read this wite-up,
they may think a high dose of 2,300 rads is really,
real ly a bad thing, but the doctor eval uating t he case
reported that the threshold delivered to this artery
was well below the threshold where adverse effect
woul d occur.

Ckay. This slide just gives the current
wordi ng for medical licensees. A nedical event wll
be considered an AOif it results in a dose that is
equal or greater than 100 rads to the bone marrow,
| ens of the eye of the gonads, or equal to or greater
than 1,000 rads to any ot her organ.

And a dose that is at |east 50 percent
greater than that prescribed or the wong
radi opharmaceutical or is delivered to the wong

treatnment site by the wong treatnent node or w ong
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route of adm nistration. That's the current wordi ng.
The proposed new | anguage. |' mnot going

toread all of the different sections, but in summary,

what we did was -- and when | say "we," nmeani ng t he AO
working group -- we would add a new section which
woul d be recogni zed as Section A, adding the phrase
"uni ntended permanent functi onal damage by a
physici an. "

The term"tissue"” would al so be added to
"organ” to aid in classifying those areas where dose
was delivered to an area that's not called and
or der ed.

B. The second change woul d be to i ncrease
t he dose threshol d for the gonads from100 rads to 250
rads. The term"tissue" is al so added.

MEMBER NAG. Excuse ne. Do you have this
in the handout? 1'mtrying to | ook for the handout.
Under what section?

MR. ESSI G It's called "Proposed AO
Change. "

MEMBER NAG  No handout ?

MEMBER SULEI MAN: W have lots of no
copi es actually.

MR. ESSIG Do you have one?

CHAl RVAN MALMUD: | have one. He has one.
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A sel ect nenber has one.

M5. JONES: |'msorry. | thought that --

CHAl RVAN MALMUD: | have one because |
have the distinct advantage of having | eft ny book at
home and received the book as |I arrived here. So |
didn't realize I had an advantage until now.

MR MLLER Trish, are there copies
t here?

DR, HOLAHAN:  Yes.

MR. MLLER Trishwll circul ate copi es.
We have an instant solution to this problem

CHAI RVAN MVALMUD:  And may | ask a questi on
while we're waiting for the copies to be distributed?

M5. JONES: Yes.

CHAl RVAN MALMUD: The wording that you
have indicated has already been added in the second
slide on page 2; is that right, where you said that
the word "tissue" was added to "organ"?

M5. JONES: Yes.

CHAI RVAN MALMUD:  Under B(3).

M5. JONES: Yes.

CHAI RVAN MALMUD:  Very good. | have been
foll owi ng you.

M5. JONES: kay. That's your question?

Ckay.
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MEMBER SULEI MAN: Wiy are you using

absor bed dose and not dose equival ent?

M5. JONES: That's the way the current
criteriaisclassified, is stated. That's the current
t erm nol ogy that we use.

MEMBER SULEIMAN: So if it's an al pha or
a beta source?

MEMBER NAG Now, the word "nedi cal event™
and "abnormal occurrence" are two different entities
or are they going to be used interchangeably?

M5. JONES: No. A nedical event is the
new wording for the previous term "nedical
adm ni stration." And "abnormal occurrence" is a
different thing. 1t's at a higher threshold.

MEMBER SULEI MAN:  Can | ask ny question
again? |'m questioning why you're not using dose
equi valent rather than absorbed dose. Why not
sieverts or REM?

I f you're using an al pha or beta course
technically the dose woul d be a factor ten tines | ess
when, in fact, the dose equival ent woul d be higher.

M5. JONES:. Ckay.

MR. ESSI G We're tal king about acute
events here, | think, in which case absorbed dose is

probably nore accurate.
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MEMBER SULEI MAN: No. Let's say it's an

al pha source. It's in contact or beta, and so you
know, if you' re delivering 1,000 rads beta, it's mybe
-- awong exanple. Let'ssay it is an alphaemtter.

MR ESSIG For a nedical event?

MEMBER SULEI MAN:  Well, I'mtrying, but
t he dose would be ten tinmes higher. In other words,
1, 000 rads of an al pha source woul d be 10, 000 rem and
so the actual equivalent would be ten tines higher.
So there's a risk that would be greater

Nom nally for gamma or X-ray, they're
equi val ent, but in those situations like a
brachyt herapy, don't you take that into consideration
when you do your dose cal cul ations?

MEMBER SULEI MAN: Do we have any al pha --

PARTI Cl PANTS:  No.

MR. ESSIG Betas are -- | nean, nost of
the time they're going to be equivalent, but ['m
thinking of the situation where vyou have a
contribution from sone --

MEMBER SULEI MAN: 1t woul d only be al phas.
The quality factor for betas is one.

MEMBER NAG. If | may as, (a), | guess
it's quite clear the result is unintended per manent

functional damage. The first thing is under B, the
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probl ems which are created by radioactive inplants
that are closed to the eye because many tinmes t he eye
just by having the sources a few mllineters away
could increase the dose to the lens just quickly. A
radi oactive i npl ant for parietal nel anomas inthe eye,
that very easily can give, you know, nore than that
dose to the |l ens of the eye.

Secondly, for the gonad, if you are having
an inplant in the upper prostate, a gonad just by
having the inplant a fewmllineters one way or the
ot her can easily give a dose greater than what you are
sayi ng the gonads show.

We have to see how we are going to word
this.

MEMBER EGGLI:  Subir, this isn't "and"
condi tion. You nust neet A first before you even
begin to apply B. This is an "and" condition so that
the threshold is unintended danage.

DR. HOLAHAN: And also it has to neet the
criteria for nedical event.

MEMBER NAG  Ckay, but | think Aitself,
if you are having a pernmanent damage even if it did
not have any of the B, it would be a problem

MEMBER VETTER: But if you prescribed

this, then it's not a nedical event. If it all was
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adm ni stered in accordance with your prescription,
then it doesn't matter whet her the eye got 100 rads or
1,000 rads. |If that was your prescription, it's not
a nedi cal event.

MEMBER W LLI AMSON: Wat if the GYN
patient had a fistula, for exanple? That happens,
say, two percent of the tine. |It's a conplication,
you know, at a frequency level with a properly
adm ni stered treatnent you would accept. You don't
want this to count.

MVEMBER VETTER: These abnor mal
occurrences, first of all, it's a nmedical event which
nmeans didn't go the way you planned, and it's a high
| evel medi cal event.

M5. JONES: Right.

MEMBER NAG  Ckay.

MR. ESSIG And correct me if |I'mwong,
but if | can make another clarification here, |
believe that the B(1) is the sane as is currently.
Even though it's proposed wordi ng, B(1), the 100 rads
to maj or portion of bone marrowlens to the eyeis the
sane as it now.

M5. JONES: Right.

MR. ESSI G The only thing that was

changed is that the gonads had previously been
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i ncl uded under that 100 rad statenent.

M5. JONES: Correct.

MR. ESSIG W have now noved themto the
250 rad, and so it's --

MEMBER NAG My m sunder st andi ng was t he
end because without the end, if it was either A or B,
then it woul d have been a probl em

CHAl RVAN MALMUD:  Dr. Ml ler.

MR. MLLER Quickly,l think what Andrea
is trying to do here is walk the cormmittee through
some proposed changes to the O criteria, and if |
coul d ask for your patience, if she could wal k t hrough
all of the criteria, then | think what we would |ike
to do is to get your views on the new proposed
criteria that the staff has devel oped, but | think it
woul d be beneficial to hear the whole presentation
because | thi nk when we keep junping inin the mddle,
it kind of disconbobul ates the --

CHAI RVAN MALMUD:  Thank you.

Now t hat everyone has a copy of the slide,
woul d you pl ease conti nue?

M5.  JONES: Ckay. The proposed new
| anguage which is denoted in bold with a new el enent
recogni zed as Section A, so NRC will consider a

m sadm ni stration a medical event that results in
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uni nt ended per manent functi onal damage t o any or gan or
ti ssue as determ ned by a physician and which results
in adosethat is equal to or greater than 100 rads to
a maj or portion of the bone marrow or the | ens of the
eye or equal to or greater than 250 rads to the gonads
or equal to or greater than 1,000 rads to any ot her --
and | left the Tout. I'msorry -- to any other organ
or tissue.

And there's a C. and represents either a
dose or a dosage that is 50 percent greater than that
prescribed in the witten directive or a dose or a
dosage administered in the absence of a witten
directive or awitten directive was needed, but the
dose was given in m stake. It wasn't an intended
dosage.

And also we add the term "unseal ed by
product material™ to three.

So really the proposed new wordi ng, the
maj or things that we're doing is we're adding A The
event has to result in sone type of unintended
per manent functional damage to an organ, and we add
the word "tissue" because previously sonetines we get
cases where there's not -- the area exposed isn't
defined as an organ.

So you have to get A, first of all, in
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order to even begin to neet the criteria for being
classified as an AOO So B, what's the change in B
whi ch was the previous A? W raised the dose to the
gonads to 250 rads, and we added the word "tissue" for
t he sane reasons that we added it in A. Ckay?

C, what we really did here, we tried to
capture those events that were given in error where
the doctor, because of the quantities or the
treatment, the doctor didn't even prepare a witten
directive because the facilities' procedures didn't
require one. But there was permanent functiona
damage and the dose threshold was exceeded, and it
follows the regular criteria.

MEMBER W LLI AMSON:  Just a question of
clarification. For any of these, A, B, or C to be
i nvoked, it already has to be a nedical event per the
definitionin Part 35. Sowe're starting out with the
assunption --

M5. JONES: Yes.

MEMBER W LLI AMSON: -- that this al ready
neets the criteria.

M5. JONES: It reached the nedical event.

MEMBER W LLI AMSON:  Ckay.

MEMBER LIETO So is C just a repeat or

what the definition is of a nedical event?
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MS. JONES: No, C adds. It adds a new

or" where there was -- you know, if you were -- where
there was an administration given and a witten
directive wasn't prepared. So maybe the technol ogi st
didn't know that she was supposed to give five
m crocuries and she gave 500 mllicuries. She didn't
-- | nean, there wasn't a witten directive prepared.
So she didn't have the prescriptive directions in
front of her.

M5. McINTOSH: Pardon me. My | nmake a
conment right here? |1'mon the working group with
Andrea to propose these changes.

For that |anguage right there that's
hi ghli ghted, the purpose of that |anguage is to
capture events whereby t he dose adm ni stered was at a
| evel where a witten directive was required, but
because the intended dose didn't require a witten
directive, one was not prepared.

So stated differently, the doctor may have
i ntended to give the patient a diagnostic | evel dose,
but what wound up bei ng adm ni stered was a t herapeutic
| evel dose.

Well, in that case, a witten directive
woul d not have been prepared because what was i nt ended

was a dose that didn't require a witten directive.

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

188

So we want to capture events whereby t he dose t hat was
adm ni stered, there should have been a witten
directive prepared, and currently we're not capturing
t hose events because of the technicality that we don't
have that |anguage in there. Yet a mstake, a
signi ficant m stake was nade.

So that's the purpose of adding that
proposed | anguage there.

My name is Angela Mlntosh, for the

record.

CHAl RVAN MALMUD:  Thank you, Angel a.

May we continue with your --

M5. McINTOSH: Dr. Malnud, | believe Dr.
Howe

CHAl RMVAN VALMUD: Cn, all right. Because
we were going to -- okay, all right.

M5. SCHWARZ: This pertains to the
statenents, Dr. Howe. I think in this case the

nmedi cal event that's at the top of the slide is not
the definition of a nedical event that's in Part 35.
It is just the plain |anguage nedical event. |It's
really an event in a medical use l|icensee's site
because of this additional part where we've had peopl e
recei ve therapeuti c doses when t hey were only supposed

to get diagnostic, and we want to capture those that
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have per manent functional danage.

And OGC has interpreted the reporting
requirenments in Part 35 not to capture the case in
which there wasn't awitten directive because one was
not intended, to start out with, and a therapeutic
dose i s given

So this is to help capture those.

CHAl RVAN MALMUD:  Thank you.

Dr. Vetter.

MEMBER VETTER:  Just quickly, if these
don't nmeet the definition of a medical event as
descri bed in Part 35, they shoul dn't be cal | ed nedi cal
events.

MEMBER W LLI AMSON: Here, here.

MEMBER VETTER: We shoul d use sone ot her
term

M5. JONES: Well, we call them abnorma
occurrences.

VMEMBER VETTER: No, | nean in the
definition of this particular abnormal occurrence
we're seeing, first of all, these are nedi cal events.
| f these do not neet the definition of nedical event
as per Part 35, they should not be called nedical
events.

M5. JONES:. Ckay.
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MEMBER W LLI AMSON: It should say "an

adm ni stration of byproduct material that."

M5. JONES: | understand.

MEMBER W LLI AMSON:  Good conment .

M5. JONES: Yeah.

CHAl RVAN MALMUD: Pl ease go on.

M5. JONES: Ckay. In conclusion, if
approved by the Comm ssion, the revised nedical
criterion will insure that -- and |I'mjust going to
say "medical events" for the purpose of the slides
al ready prepared -- insure that the nedical events
reported to Congress have resulted in pernmanent
functional damage to a specified target organ or
surroundi ng ti ssue as determ ned by a physician; wll
capture the current recomrendations of |CRP 60;
i ncl ude nedi cal events where t he dose was admi ni st er ed
inerror and awitten directive was not required for
the intended admi nistration; and include unseal ed
byproduct material comensurate with Part 35.

So I''mopen to any questions or coments
that you may have right now However, | am
requesting, you know, written coments to be subnm tted
to Angela by the end of this nonth.

CHAIl RVAN MALMUD:  Thank you, Ms. Jones.

M5. JONES: Thank you.
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CHAI RVAN MALMUD: Are there any questions

or comments for Ms. Jones?

MEMBER NAG  Yes.

CHAl RVAN MALMUD:  Dr. Nag.

MEMBER NAG Now that |I'mpracticing all
of the "ands" and "ors" and so on, if you have a pl ace
that this is nolonger a nedical event, you know, even
just the admnistration of a routine radioactive
mat eri al , you have nowan uni nt ended functi onal damage
and at the same tine there was, for exanple, if this
was an inplant in the weye, the Ilens would
automatically or nost |ikely have received nore than
100 Gray; alnopst any event that is having sone
uni ntended functional damage in the eye wll
automatically be in there.

MS. JONES: Onh.

MEMBER NAG  Yes.

MEMBER W LLI AMSON: Not if youintendedto
damage the eye. |If you did a treatnment, say, of the
organ of the right eye and you accepted know ngly and
consented the patient and told them you know, "Your
lens is going to get this dose and you're going to
have to have a | ends transpl ant nost likely," I think
that Phrase A because of the word "unintended" in

there woul d exclude this.
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Now, if you treated the wong eye by
m stake, if the therapist nmade a m stake and treated
the wong eye, and that |ens got a dose of 2.5 G ay
and the patient had a cataract or some ot her damage,
then | think it would be an abnormal occurrence,
right?

M5. JONES: That's exactly right. Thisis
not i ntended to capture therapy. This is intended to
capture m stakes, and that's the reason why the word
"uni nt ended” has been included. Sonething happened
that was not intended. So damage occurred to the
patient.

MEMBER NAG And in that | think it may be
a good i dea to have at the beginning that it had to be
a nedical event although, you know, you are saying
that doesn't really mean nedical event. Perhaps it
woul d be better if the entry would be that it had to
be a nedical event in the first place.

MEMBER W LLI AMSON: But then t hey coul dn't
capture all of the events they want to because if one
gi ves a di agnosti c dose of radi onucli de and, you know,
makes a mstake and gives 100 tines too nuch
activity --

MEMBER NAG That itself would be a

medi cal event.
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MEMBER W LLI AMSON:  No, it is not. They

just told us that the definition of nedical event
fails to capture that. So that's why they need to put
some nore neutral | anguage |i ke "an adm ni stration of
byproduct nmaterial that."

VEMBER NAG Yeah, you can put that
Adm ni stration of the byproduct material that forces
a nmedi cal event, nunber one, and results in per manent
damage. That | think will solve that problem

MEMBER W LLI AMSON: It will exclude, you
know, the bullet on her | ast slideinsured-- whereis
it? "I nclude nedical events where the dose was
adm nistered inerror and awitten directive was not
required," because the nedical event definition in
Part 35 does not apply to cases where a witten
directive was not required. Am|l right?

MEMBER VETTER No, you can still have
medi cal events.

MEMBER W LLI AMSON:  You can have a nedi cal
event where --

M5. JONES: Yeah.

MEMBER VETTER: If there's 50 rads to an
organ or nore than five rads to the whole body and
it's nore than --

MEMBER W LLI AMSON: | t hought sonmeone j ust

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

194

-- | thought that Dr. Howe just said that the Ofice
of General Counsel had rul ed that a m sadm ni stration
of a diagnostic dose that caused i njury could not be
a medi cal event per Part 35. |Is that not correct?

DR. ZELAC. Dr. WMl mud.

CHAIl RVAN MALMUD:  Dr. Zel ac.

DR ZELAC: \What was excluded from her
statement apparently is theconditionrelatingto dose
that results fromthis. If you, infact, adm nistered
a dosage that exceeded on a percentage basis or was
out si de of the range that was i ntended, that by itself
woul d not qualify as a nmedical event if we're talking
about a di agnosti c dosage.

However, if the wvariation from the
i ntended dosage was sufficiently great that the
resul tant dose to an organ exceeded the 50 rad limt,
then, in fact, it becones a nedical event.

Soit's two conditions that are required.

MEMBER W LLI AMSON:  All right. Then maybe
Dr. Nag's point is a good point, that it seens
unlikely you' re -- what kind of a major conplication
are you going to have wthout the diagnostic
adm ni stration satisfying the nedical event criteria
in Part 357

M5. JONES: Probably none.

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

195
DR. HOWE: Dr. Malmud, may | nmake a

coment ?

CHAl RVAN MALMUD: Pl ease, Dr. Howe.

DR. HONE: We've actually had peopl e t hat
have given the wong adm nistration of the therapy,
but they haven't had a witten directive either, and
this woul d capture those events al so.

MEMBER NAG  That woul d automatically be
a nedical event.

DR HOWE: No, it would not because our
Ofice of the General Counsel reviewed these cases
wi th us, and they said, no, the prescribed does didn't
exist. So it can't be greater than the prescribed
does because there was no witten directive.

And it's a problem we need to cone back
and probably | ook at the rul e | anguage for agai n, but
that's what this is trying to capture, is the fact
that there are a fewcases, and we've tried to set the
bar very high -- in other words, there's pernmanent
functional organ or tissue danage -- that wll
capture these cases for which for one reason or
another there was no witten directive, and so it
doesn't nmeet the criteria for a nmedical event, but it
certainly is a serious occurrence.

VMEMBER NAG Li fe threatening. If you
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don't have a nedical directive, that automatically
beconmes a nedical event. A medical event is an
occurrence where a witten directive is not there,
when a witten directive is required.

DR HOWE: Dr. Nag, there's clearly a
violation of the regulations where to deliver a
t herapeutic dose you should have had a witten
directive. However, our Ofice of the General Counse
has determ ned that when you go to the definition of
a medical event, it has to be a dose or dosage that
differs fromthe prescribed, and the prescribed is
that which is witten in the witten directive.

So if there is nothing witten in the
witten directive, then you don't have a prescribed
and you don't have a recordi ng requi renment because you
didn't have a nedi cal event.

You can have a violation of the
regul ati ons, but those cases woul d not be captured for
t he abnormal occurrence in severe incidences because
they technically didn't neet nedical event.

CHAl RVAN MALMUD:  Dr. Eggli

MEMBER EGGLI: Now, it strikes nme that if
you don't have a witten directive that you have to
have a standard dose by policy or procedure, and

woul dn't that be covered if you exceeded your standard
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policy or procedure dose?

DR HOWNE: In the cases that we've had,
no, there hasn't been a standard.

MEMBER EGGLI : Because you can't just give
anything for a diagnostic study. | nean either you
have to have a prescri bed dose or you have to have a
policy that says for a bone scan we give 20
mllicuries. | mean, youcan't just willy-nilly give
100 mllicuries and say that's okay.

DR. HOWNE: This case al so captures those
t herapeutic procedures that are given wthout a
witten directive.

MEMBER NAG | know that the therapeutic
procedure for which there is no witten directive
required. Could you tell me -- 1'Il give you an
example. Al the inplants | do require a --

DR. HOWE: Dr. Nag, the point isn't
whet her you wer e supposed to have awitten directive.
The point is there wasn't one. You were supposed to
have it, but it wasn't there.

MEMBER NAG  Yeah, but the definition of
nmedi cal event includes having a procedure where a
nmedi cal directive is not there. That automatically
becones --

MEMBER W LLI AMSON: That's what they're
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telling you. That's not true.

MEMBER NAG But there is. Wy wouldn't
you include that?

DR. HOAE: That's our problem It's not
there, Dr. Nag.

CHAI RVAN MVALMUD: May | try and bring sone
clarity to this? The circunstance that you're
describing, Dr. Howe, is one in which the physician
shoul d have witten a directive, did not do so. The
wr ong dose was gi ven. Since the current definition of
a medi cal event includes not abiding by the witten
directive, it's not currently considered a nedi cal
event because there was no breach of the witten
directive which didn't exist.

DR HOAE: That's correct.

CHAl RVAN VALMUD: Al l right. 1 understand
t he problem This does address that problem does it
not ?

DR HOWE: Yes, it does.

CHAI RVAN  MALMUD: Is there anyone who
feels that this does not address that problenf? Dr.
Li et o.

MEMBER LIETG | don't think it fixes it
because what you shoul d do i s change t he definition of

t he medi cal event torequire awitten directive, and
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t hat doesn't seemto be in here.

CHAI RVAN  MALMUD: Was that given
consi deration to changing the definition of a nedical
event ?

DR. HOWNE: We currently have a user need
meno that we're in the process of finalizing going to
rul emaki ng t hat woul d change the rul e text, but inthe
meantime we would not have these severe events
reported when they are a severe event and they shoul d
be reported under the abnormal occurrence.

Soit's goingtotake us years to get rule
| anguage changed, and the priority for going in and
opening Part 35, | believe, at this particular point
is very | ow

CHAIl RVAN MALMUD:  All right. So now we
understand that the presentation by Ms. Jones is for
a specific instance which is not covered by the
current regul ations adequately and that this would
cover it until the definition of a nedical event can
be redefined. |Is that a fair statement?

DR HONE: | believe that's clear.

MR- MLLER Al nost.

CHAI RVAN  MAL MUD: Al nost . VWhat did |
| eave out?

MR MLLER | think the distinction that
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you have to nmake is the purpose for which it's used.
Wat we're offering here is we have a definition
currently of abnormal occurrence, you know. \We're
focusing on the medi cal abnormal occurrence at this
point in tinme.

CHAl RVAN MALMUD:  Yes.

MR. M LLER W have a requirenment to
report to Congress the nunber of abnormal occurrences
every year and what they are. Wat we're proposing to
do here is to change the definition of abnornal
occurrence as it relates to the nedical area so that
what we report to Congress truly captures all that we
would intend to report and fix the problem for the
definition of abnormal occurrence.

It doesn't fix the problemat this point
intinme of the definition of a nmedical event, and |
think Dr. WIIlianson has of fered a way around t hat for
t he pur poses of the definition of abnormal occurrences
as to, you know, not call it a medical event. I
t hink you used the term"adm ni stration of byproduct
material." Dr. Vetter identified the fact that you
couldn't call it amedical event if it didn't nmeet the
strict definition.

So the distinctionis it's for different

pur poses. You know, it's not to replace the

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

201

definition of medical event.

CHAl RVAN MALMUD:  We under st and.

MR. M LLER It's to fix the abnornal
occurrence definition to nore accurately report to
Congress those things that are really of concernto us
t hat nmeet the threshol d.

CHAl RVAN MALMUD:  Pretty strai ghtforward.

M. Lieto.

MEMBER LI ETO Well, 1'mgoing to take the
devil's advocate side here. | have an event that does
not have to be reported. |In other words, | give ten

millicuries to apatient of 131 that was only supposed
to get 100 mics. | don't wite a witten directive.

| don't have to report it --

M5. JONES: Right.

MEMBER LI ETO -- according to this
because it doesn't neet a nedical event.

M5. JONES: Right.

MEMBER LI ETO So how do you capture
somet hi ng that doesn't have to be reported?

MEMBER VETTER Excuse ne. You said
you're going to give ten millicuries instead of --

MEMBER LI ETO  No, | gave tenmllicuries
and | was supposed to give 100 mi cs.

VEMBER VETTER: That is a nedical event
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because ten mllicuries of 1-131tothe thyroidis not
i nsignificant.

MEMBER LI ETO No, | didn't wite the
witten directive.

MEMBER W LLI AMSON: But it gives a dose of
nore than 50 centigrade to sone organ, right?

M5. JONES: Well, it would have to result
under the new wordi ng.

MEMBER LI ETO  See, what |'m saying is
that you need to change -- what we're doing is we're
putting a Bandaid in the wong spot. GCkay? W' re not
fixing what needs to be fixed because if | don't have
to report it because | didn't have a witten
directive, what's --

DR HOWE: This is Dr. Howe.

Just because you don't have to report it
doesn't nean that NRC may not becone aware of it
because it is a violation of the regul ations and we
may beconme aware of it during inspection or at some
ot her point at which the informati on cones forward.
So it's a violation of the regulations and is a
regul atory concern.

But you're right. It's not reportable
under the nedical event reporting requirenents.

CHAl RMAN MALMUD: Dr. Sul ei man.
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MEMBER SULEI MAN:  What if you give a 50

rad dose without a witten directive and that's what
you i ntended? So you deliver the dose you intended,
but there was no witten directive. So what would
t hat be?

M5. JONES: If there was no permanent
functi onal damage, then it wouldn't be an AQ

CHAl RVAN  MALMUD: It woul dn' t be
reportable, but it would still be something which the
radi ati on safety officer --

M5. JONES: Yes.

CHAl RVAN  MALMJUD: - - within the
institution would nonitor and poi nt out was an error.

M5. JONES: Right.

MEMBER W LLI AMSON:  And if they found it

during an inspection, you could be cited for a

viol ati on.

M5. JONES: Right.

PARTI Cl PANT: | al so understand the | egal
argunent in that you have never specifically

prescri bed the dose, how can you know that you are
exceeding it by a certain quantity since there's no
reference value to conpare it against.

So that's dangerous, but | can sonetines

understand their perspective.
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MEMBER LI ETO | mean, | see what Andrea

and Angela and the group is trying to do, but you
know, | guess why can't you just -- | nean, we al
recogni ze that this just sinply needs to have t hat one
line itemin the definition of a nedical event.

You' re doing all of these changes to Part
35 right now. Wy don't you just slip it in there?

(Laughter.)

MEMBER LI ETO It's not a significant
change.

CHAl RVAN  MALMUD: Vel |, I t hi nk
experience, which Dr. Howe has rei nforced by rem ndi ng
us, indicates that it would take a long tinme to get
that done, and here is a potential solution to a
current problem which Andrea Jones has given us a
solution to.

MR M LLER | think, again, what Ral ph
has offered is exactly on target with regard to a
probl em that we have to separate into two separate
i ssues here because the definition of nedical event
needed to be changed, and | think we agree that it
shoul d be, and that will go through its due course in
order to get changed.

Wat we're trying to focus on here is

getting current and accurate wording for what an

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

205

abnormal occurrence should be so that the annua
reporting of that to Congress reflects our current
t hi nking on what an abnormal occurred should be,
regardl ess of whether or not it's reportable to the
NRC.

As we've pointed out, we may learn a
mat t er by sone ot her neans even though it m ght not be
reported.

CHAI RVAN MALMUD:  Ral ph, you want ed t o say

sonet hi ng?

MEMBER LI ETO Well, | was just going to
say in the last occurrence report, | nean, you still
have captured t hose events and reported them | nean,

it"snot likethis definitionis not prevented the NRC
from capturing these events and reporting them to
Congress in line with this new proposed definition,
and | don't have an objection there.

| guess, you know, the issues of getting
the real problemfixed, which as Charlie pointed out
is a separate issue.

CHAl RVAN MALMUD: M. Essig was next, |
bel i eve.

MR, ESSI G Just to quickly add on, |
don't know that we've clarified or nade the point yet

t hat the | anguage you're | ooki ng at here is not for a
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rul e. It's for managenment directive, which is an
internal NRC docunent. So a rul emaking would be a
totally separate issue. This is just |anguage and
managenment directive which is nmuch easier to change.

CHAl RVAN MALMUD:  Thank you.

Dr. Hol ahan.

DR. HOLAHAN:. Yes. The other thing, and
| haven't talked to the working group yet, but the
criteriafor AGCs al soincludes for our |icensees human
expose to radiation fromlicensed material. |If the
conmttee believes it's inportant to keep it to
nmedi cal events, nmaybe we could put it in that
criteria, the things that are not technically a
nmedi cal event.

CHAI RVAN MALMUD:  Thank you.

Dr. Essig.

MR. ESSI G | think that this is good
particularly with the addition of Part A and the
changi ng of the threshold to resulting in functional
damage. | think this is real good, and | think we
shoul d endorse it.

You know, sone of the wording nay be
convol ut ed. W may be trying to fix a problem
inconpletely fixed, but | think just the addition of

Part A itself justifies our endorsing it.
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CHAI RVAN MALMUD: Is there a second to

t hat notion?

MEMBER W LLI AMSON:  Second.

CHAI RVAN MALMUD:  Any further di scussi on?

(No response.)

CHAl RVAN MALMUD:  All in favor?

(Chorus of ayes.)

CHAl RVAN MALMUD:  Any negati ves?

(No response.)

CHAl RVAN MALMUD:  Any abstentions?

(No response.)

CHAI RVAN  MALMUD: You have carried it
unani nously. Thank you.

M5. JONES: Thank you.

CHAl RVAN MALMUD:  The next item on the
agenda, national source tracking.

MR ESSIG W were pulling that off the
agenda because of tine.

CHAI RMVAN VALMUD: And then we're going to
go to the I CRP recomendati ons.

MR. ESSIG Yes, and | wanted to nmake a
word or two of introduction.

CHAl RVAN MALMUD: M. Essig is going to
i ntroduce Dr. Vetter and the i ssue that is before us,

and there i s a handout which you all shoul d have, and

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

208

we' re passing around sonething else relevant to this
di scussi on.

MR. ESSIG And while that's being passed
around, | should --

CHAI RVAN  MALMUD: So there are two
handouts to this; is that correct?

MR ESSI G No, not this one. [t's in
your packet.

CHAl RVAN MALMUD:  It's in the book.

MR ESSIG O it was given to you

CHAIl RVAN MALMUD: O it was given to you,
one of the two.

MR. ESSI G | should just add that |
really wasn't going to introduce Dr. Vetter since he
needs no i ntroduction. | was just going to introduce
t he topic.

The topic is next week you have one of
your handouts, notes that the Advisory Committee on
Nucl ear Waste wi || be neeting, and t hey have a wor ki ng
group which will be reporting to themon Tuesday, the
19th regarding their coments on the proposed |CRP
2005 recommendat i ons.

They' ve pul | ed t oget her a | arge nunber of
speakers, some NRC peopl e, an Nl Hexpert on bi ol ogi cal

aspects of radiation protection, and Dr. Keith
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Eckerman fromGak Ri dge Nati onal Laboratory, a nunber
of very well known people in the community.

And you wi I I notice on the agenda, page 2,
at two o' clock your own Edgar Bailey, representing
CRCPD, will be presenting, and then followed by him
will be Dr. Vetter.

And the purpose of today was for Dr.
Vetter to give an overvi ew of the reconmendati ons and
sone of his insights, and then entertai n any comments
fromthe commttee that he should carry to the neeting
next Tuesday representing really, although it says
Mayo Clinic, he'sreally representingthe ACMJ . That
was asked for. They wanted a representative of the
ACMUI .

So | believe we'll be asking you to
enpower Dr. Vetter to carry forward any comments t hat
you may have or if you have no conments, to accept the
comments that he has prepared.

CHAIl RVAN MALMUD:  Thank you, M. Essig.

Dr. Vetter.

MEMBER VETTER:  Thank you.

|"m going to forego the formal slides
projecting themon the screen. W'I| just take al ook
at the handout because nost of this I'll skip through

rat her quickly.
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| CRP' s fundanent al ai mhasn't changed nuch
or basically not at all. The intended use m ght be
wort h enphasi zing that their intentionis toinfluence
regul at ory agenci es, managenent bodi es, and so forth.
Ch, by the way, these slides, potential inpact of | CRP
2005, they were provided for you. kay. You have
t hem

So the intended use, ICRP intends for
their recomendations to influence regulatory
agenci es. They're not in large measure directing
t hese at us as i ndi vidual practitioners, but there are
certain aspects of it that do affect us individually.

They do define safety culture. They have
some princi ples of protection whichthere are a couple
of things that are worth nmentioning. One of themis
that they nownore clearly spell out arestriction on
dose from certain activities, and they call this a
constraint.

And | nust say, if you have the sane
reactions | do, you have to read t hrough sone of this
several tines before you really begin to understand

what they nmean by "constraint,” but I'Il try to point
that out to you as we go.
So they do have sone restrictions on dose

called a constraint. This is not a dose limt for an
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i ndividual, but it's a constraint, dose constraint on
particular activities. They want us to understand
that their positionis that achieving a constraint is
an obligation. So it al nost becones a limt, a dose
l[imt or it does becone a regulatory limt of sorts.

And they also nmake it very clear that if
a programdoes not maintain a constraint, thenit is
failing. The programis failing in that regard.

The scope of the recommendati ons, they do
clearly define what they nmean by various sources. A
source is a cause of an exposure, not a particular
radi ati on source.

|"m not going to read through nost of
t hese. Practice judgnent. Judgnent it's worth
poi nting out, 1 think. They're saying that the
responsibility for justificationfalls on governnents
or government agencies, except for mnedical.

In other words, if the public is goingto
be exposed to a source of radiation through some
proved activity, that is up to the government to
justify that. For nedical it's different. For
nmedi cal they're saying that justification has noreto
do wi th not causing harmto patients, doi ng nore good
to patients than harm They're saying that the

practice nmust be justified, andthejustificationlies
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nore with the profession than the governnent.

So justification for inplenentation of
comput eri zed t onography, for exanple, or PET or a new
byproduct material, introduction of a new source of
radiation to a practice must be justified by the
prof ession, but justification of the procedure, so
applying that to a particular patient or in a practice
must be justified by the practitioners.

Classes of exposure, the classified
exposure by various groups of people and howthey can
be exposed. Qccupational, pretty straightforward,
occurs at work principally as the result of work, that
being the responsibility of managenent. Medi cal ,
exposure of persons as part of their diagnosis or
treatnment, and there are no constraints for that
particul ar class of exposure. There they clearly
poi nt out and enphasi ze that those exposures nust be
justified.

And then finally, public, all other
exposures. That's a class of exposure.

Now to the point of dose constraints.
Just the definition or the purpose of a dose
constraint. A dose constraint is to provide
protection for the, under score, nost  exposed

i ndividual; so the individual who would get the
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hi ghest dose within a class of exposure. That would
be occupational, nedical or the public, whichever
i ndi vi dual gets the highest dose within one of those
cl asses, froma single source.

Now, it falls out of the purview of the
NRC, but I will nention because some of you in this
roomwoul d be very famliar with this issue. Thereis
a very contentious issue in the radiation protection
community right now that falls right square in this
bal | park, and that is the design of diagnostic X-ray
facilities to prevent the public from receiving a
certain does, and the NCRP has recently approved a
report that will allow a hospital to design a shield
that could result in the highest dose to an i ndi vi dual
menber of the public of 100 millirem

Now, that is the public limt, 100
mllirem Mst states have adopted that, but the NCRP
also has buried in one of its recomendations, we

don't call it a constraint in this country, but it's
sort of a sublimt; that if a menber of the public
coul d be exposed to nore t han one source of radi ati on,
t hen each of those sources should be a fraction of
that 100 mlliremlimt.

And so nowthe argunent is, well, nenbers

of the public who sit inawaiting room if they could
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receive 100 mlliremat this hospital, what if they're
living over here and they're receiving 25 mllirem
fromthis source of air froma reactor or whatever it
m ght be? | know they don't get that nuch, but it's
a phil osophi cal issue.

So this is a big deal. This constraint
thing is a big deal, and | think we need to just be
aware of that.

So relative to our own activities as it
applies to public exposure, we need to keep in mnd
that a constraint nmeans that the individual nmenber of
the public could be exposed. |If the nenber of the
public could be exposed to nore than one source of
radi ati on, then each of those sources can't expose the
menber of the public to the limt. The limt is a
conbi nati on of all those sources, and each one of them
nmust be constrained. That's the reconmendati on.

And that's where it gets confusing,
because in the next table you'll see that the dose
constraint, the maxi numval ue of the dose constraint
is the value listed. So, for exanple, for societal
benefit, that would be a nenber of the public,
societal benefit neaning people are not being
informed; they're not being trained; there's no

i ndi vi dual assessment as to what their exposure is.
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The constraint is one mllisievert or 100 mllirem
That's the maxi mum constrai nt.

The next table shows you the |imt, and

you'll see the Iimt for a menber of the public is
also one mllisievert or 100 mllirem That's the
[imt. So if the menmber of the public is being

exposed to nore than one source of radiation, then
each of those nmust be constrai ned so that the nenber
of the public doesn't get 100 millirem

Do you see what |'m saying?

And that will be problematic in terns of
agreei ng philosophically with that. It really cones
down to a very difficult problemon application. Does
that nean that every hospital has to assure that a
menber of the public doesn't get one-tenth if they
could gototen different hospital s? | nean, where do
you draw the |line here?

This is going to require sone significant
di scussi on.

Now, just to point out again, as Tom
mentioned, the purpose of ny presentation hereis to
take your views to next week's neeting. So I don't
know that we want to spend a whole lot of tine
di scussing this because this is sinply a

recommendati on at this point, but i f you perceive that
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this could be a significant problem | want to take
that to next week's neeting.

Dr. MIller, did you have a question?

MR M LLER | have a question out of
i gnor ance. Wuld by that definition X-rays be
i ncl uded?

MEMBER VETTER: These reconmendati ons
apply to everyone.

MR MLLER So if sonmeone went to get a
dental X-ray or a nedical X-ray --

MEMBER VETTER: Oh, |'msorry. They don't
apply to the procedure itself, to the patient's dose.
They apply to the visitor waiting for the patient, the
visitor in the waiting room

MR MLLER Okay. So if you were the
patient you woul dn't have --

MEMBER VETTER  There's no constraint on
patient dose.

MR MLLER Ckay.

MEMBER VETTER  An there's no limt on
patient dose.

MR MLLER Ckay.

MEMBER VETTER: This is a nmenber of the
public who would be waiting for the patient in the

wai ting room
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MR. MLLER | understand, but if they by

sone nmeans were to get some dose from that source,
t hat woul d be counted?

MEMBER VETTER: | f who? Oh, you nean the
patient while they were in the waiting roonf

MR. M LLER Yeah, if | was in the waiting
room

MEMBER VETTER:  Absol utely, vyes.

MR. MLLER Not that it's practical, |
nmean, but if by some neans they did.

MEMBER VETTER: Right. Anyone sittingin
the waiting room basically.

MR. MLLER | guess from-- I'msorry |'m
i nterrupting.

MEMBER VETTER: No, that's okay.

MR. MLLER But the thought that | have
is how are you going to accunul ate this. How are you
going to account for this? People are going to have
to wal k around with dosinmetry on?

MEMBER VETTER:  No, | think --

MR M LLER Froma practical perspective,
how would you accunulate the fact that you have
exceeded the hundred by all of those neans?

MEMBER VETTER: No, that's a very good

question, a very good question, and the nedical
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communi ty, medical physics comunity is alnpst in an
uproar over this because you can't. You can't
possi bly measure. You have to calculate it, and so
the constraint is sonmething that has to be -- it's
al nost an artificial thing. You have to design your
facility so that the maxinmally exposed individual
woul d not get nore than the constraint.

VR. M LLER: The radiation safety
communi ty has been practicing this for decades. It's
just that now they're trying to come up with sone
gui dance and conme up with sone new nunbers, but the
fact is we're dealing wth sonme very, very |ow
nunbers, and so it's not a conpletely new practice.
It's just that the nunbers are going to be downsi zed
somewhat, and that's caused the anxiety.

MEMBER VETTER: Vell, what's really
different about it is there's very little data to
support -- well, the data that has been collected
suggests that anyone sitting in a waiting roomis
goi ng to get al nost an i nmeasur abl e dose, but when t he
waiting room is designed, when you determ ne the
t hi ckness of the shield on the wall, what criteria do
you use for that?

One of themis what' s the perni ssi bl e dose

to that person sitting in the waiting room and
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hi storically the nedical physics comunity has used
the public dose limt as the maxi num dose to any
person sitting in the waiting room

The constrai nt woul d suggest t hat you nust
use a | ower nunber because that nenber of the public
m ght be exposed to nore than one source of radi ation.
In other words, they might got to Hopkins and then
they go to Georgetown and so forth. So each one of
t hem woul d need to design their facility so that the
menber of the public would receive sone fraction of
the maxi mum perm ssible dose, not the naxinmm
per m ssi bl e dose.

MEMBER W LLI AMSON: | think there can be
-- I"msorry.

MR MLLER [|I'msorry. | didn't nean to
i nterrupt you.

CHAl RVAN MALMUD: That's the purpose of
this.

MEMBER W LLI AMSON:  Yeah. Well, | think
an anal ogy can be made between this and prostate
br achyt her apy. In prostate brachytherapy, if you
pl aced the regulatory | imt at somet hing, a m ni nrumor
maxi mumdose, that's a single point. The result wll
be notoriously wunreliable and of no clinica

si gni fi cance.
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So | think the problemw th the systemis
the fact that it doesn't deal with a stochastic node
of the patient popul ation, but tries to base the whol e
idea on the concept that no single individua
exceeding the maxinmum dose wth 100 percent
probability, whichis, you know, a cl ogged procedure.

So | thinkthat the fundanental suggestion
one coul d make to informthis process better is to go
to sone sort of a probability based nodel where the
i kel i hood of individuals being in three successive
waiting rooms at Hopkins, Mass. GCeneral Hospital
wherever, is taken into account.

CHAl RVAN MALMUD:  Dr. Ml ler.

MR M LLER: Dr. Vetter, I'msorry if |
m ssed the i nnuendo, but this would be for nore than
just nmedical; is that correct, as you're definingit?

MEMBER VETTER Yes, right. The | CFP 2005
applies to -- when they say the dose to the public, it
cold be from any source.

MR MLLER So if | were a nmenber of the
public who was visiting a nucl ear power plant, then
t he dose | received for that woul d have to be added to
this by that. GCkay?

I f | had sone business and | happened to

be adjacent to an industrial radiography facility,
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t hat woul d have to be added.

MEMBER VETTER: Yes, all of those are
added.

MR. MLLER | think that that begins to
show the difficulty.

MEMBER VETTER Wel |, the point they woul d
make, Dr. MIller, the point they would make is it
isn"t right to expose that person to 100 mi|liremper
year in each case. That's the point that |CRP would
make.

MR M LLER s it only from regul at ed
activities as opposed to natural sources of radiation
or is that --

MEMBER EGGLI: What if | live in a brick
house?

MEMBER VETTER: Cosmi c are excluded
Radon is not.

MEMBER EGGLI : So what about natural
radiation in brick?

PARTI Cl PANT: That's background. So
t hat' s excl uded.

MR. MLLER Radon is not.

MEMBER VETTER: No, that would be --

MEMBER EGGLI: A brick house is going to

give me --
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MEMBER VETTER: That does not --

MEMBER EGGLI: -- in a year.

MEMBER VETTER: They don't specifically
address brick. VWhat they do is they address any
activity that could increase your dose, and so they
woul d probably say the brick should be included.

MR. M LLER Howabout aflight, if | took
an airpl ane?

MEMBER VETTER A flight would be
i ncl uded, yeah, anything that -- what they're saying
is their recomrendations apply to anything, any new
exposure or anything where you mani pul at e sonet hi ng
and i ncrease the dose. The exanple they use in that
regard is radon.

DR, HOLAHAN: I'"m going to ask Vince

Hol ahan to speak to that because he's shaking his

head.

DR. VI NE HOLAHAN. Yes, good afternoon.
Vice Hol ahan. |'mfrom Research

The key point here is controllable
sour ces. If it's not a controllable source, it

doesn't cone under the jurisdiction of the scope of
t hese recommendations. A case in point, Dr. Mller
had mentioned an airplane flight. That's not

considered by definition a controll abl e source.
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You' Il also find that when we tal k about
radon, it generally tends to be the industrial
applications, andthey say if you fall belowa certain
| evel and they articulated what the maxinmm |evel
shoul d be, t hen that's consi der ed now a
noncontrol | abl e source. So they' ve got sone breaks in
t here.

M5. SCHWARZ: | have a question. Have
t hey made any reconmendati ons of how many sources in
a year, | nean, or that there should be a limt to
each occurrence?

MEMBER VETTER: No. M understanding is
t hey are recommendi ng t o governnents that each source
of radi ation, controll abl e source of radi ati on, shoul d
have a constraint, and the maxi numconstraint it one
mllisievert per year for a nmenber of the public, 20
for occupational and so forth.

So each gover nnment woul d have t o deci de on
how many constraints woul d be appropriate.

CHAI RMVAN MALMUD:  Thank you.

Pl ease go on

MEMBER VETTER: Did Ral ph -- do you?

MEMBER LIETGO No, | was going to wait
until you finished.

MEMBER VETTER: Ckay. That's constraints.
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Now, relative to dose I|imts, the
occupational limt, they are sinmply reenphasizing
that, 20 mllisieverts per year or that's tw rem
averaged over five years with a maximum of 50
mllisieverts or five remin any one year. | don't
believe that's different, but they're sinply
reenphasi zi ng t hat.

Now, relative to nmedical, | know Vince
Hol ahan has taken a | ook at some doses from ot her
sources where the NRC is able to track those doses,
but relative to occupational doses in nedicine, we
have - -

MEMBER VAN DECKER: No nati onal database
to track those.

MEMBER VETTER:  People don't do a whole
| ot of publishing on what the doses are within their
facility, except to say that our doses in cardi ol ogy
wer e such-and-so, and we took the follow ng action,
and so nowthey're such-and-so. Sothey're lower. So
this action was a good thing to do.

So they're very specific relative to
cardi ac | ab dose or nucl ear nedi ci ne personnel inthe
hot [ ab, that sort of thing.

We don't have a good i dea of what average

doses are in nedicine, what nmeaxinum doses are in
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nmedicine. | took a ook at nmy own facility, and we
woul d be able tolivewith this. The only peopl e that
get badge doses that exceed five remin any one year
are people such as interventional cardiologists who
are wearing an apron, and when you factor in the
apron, the effective doseis acouple hundred ml1lirem
a year.

I n nucl ear nedicine, our technol ogists,
t he hi ghest doses they get are a few hundred mllirem
per year. The imagi ng techs woul d get | ess than that.
Those that work in the hot |ab woul d be a few hundred
mllirema year

Their hand doses can get pretty high if
you don't watch them but nothing that -- so this is
just looking at one facility, but | don't have a good
handl e on average doses -- | don't nmean average
dose -- on a distribution of doses anong workers in
nmedical facilities in this country, and | don't know
i f anybody does.

MEMBER VAN DECKER: Wel |, there have been
some published studies, occupational for RTs,
radi ol ogi cal technol ogists, and whatever, and the
results are relatively --

MEMBER VETTER: They're all within these
limts.
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MEMBER VAN DECKER:  Yeah, yeah.

CHAI RVAN MALMUD:  Ral ph?

MEMBER LI ETO. | was just going to nake
t he conment that nedical exposures probably provide
the largest group of individuals that are exposed
ionizing radiation, but there's no requirenent or any
resource that keeps any type of a national either
dat abase or even just like the NRCrequires, | think,
for a fuel cycle and nuclear power and waste and so
forth. They have to provide these -- what do you cal |
it? -- not necessarily the individual exposures, but

DR. HOLAHAN: Yes, but it's a rare
dat abase and they have to provide statistical data.

MEMBER LI ETO Ri ght. | nean, there's
nothing like that for nedical. So, you know, there's
really no central location that that's kept so we
really don't have a good handle onto what that
actually is when you start to |look at, you know, the
fl uoroscopy exposures and so forth.

MEMBER VETTER: So based on the feedback
or our know edge in this room we should be able to
live with this occupational Iimt of 20 m|lisieverts
per year averaged over five years.

DR. HOLAHAN: | have a question to that.
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Are you sure that the interventional cardiol ogi st can
live with that? Because we were under the inpression
that they had troubles neeting the five rem

MEMBER EGALI : Yeah, they do. So do
conventi onal radi ol ogi sts.

MEMBER VETTER: To the bad, you nean

MEMBER EGGLI: No, adjusted dose. There
are a lot of procedures that are very high

CHAI RMVAN  MALMUD: Dr. Van Decker, the
questionis are you famliar at all with the exposures
of interventional cardiol ogi sts, your col | eagues, with
respect to annual dose?

MEMBER VAN DECKER: | woul d preface it by
saying |' mnot aninterventionalist myself, but having
been on enough radiation safety conmttees, | would
say that nost of themto badge break this nunber but
on cal cul ated effect of doses usually are nuch |ess,
and so don't break the limts at that point.

CHAI RMVAN MALMUD:  Thank you.

| think we had sone additional comments.
Dr. Sul ei man

MEMBER SULEI MAN:  Yes and no because |'m
goi ng back and forth with the medi cal exposure and
the --

CHAl RVAN  MALMUD: OCh, 1I'm sorry. I
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t hought you had your hand up.

MEMBER SULEI MAN: And | didn't. | was
vaci | | ati ng bet ween whet her | shoul d say somnet hi ng or
not, but the effective dose with the whol e body dose
and t he organ doses t here when you' re dealing with the
speci fic organ doses, you're introducing a factor of
ten or so greater safety, you know, but | don't think
thisis-- as| saidearlier, | think we canlive with
t hese nunmbers. | think it's just nore of what we've
been doing in the past.

The two rem per year, | think you can
allowfive remin a given year. They just don't want
you to exceed an average of two rem over a ten-year
period of tine.

So it's an effort to sort of inpose nore
constraint, but it's not, like you said, alimt. So
the interventionalist, | agree that you hear stories
about themapproaching the limts, but you al so hear
about sonme stories where good radiation safety
practice can get those doses |ower.

So aside fromthe academ c debate about
how you cal cul ate the doses and what it's doing,

t hi nk those nunbers are pretty realistic.
MEMBER VETTER So it nmay be fair to say

t hat anecdotal ly these nunbers are realistic, but we
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really don't know whether or not or what the inpact
this woul d have on individual practices.

CHAl RVAN MALMUD:  Dr. WI i anmson

MEMBER W LLI AMSON: Wel |, | guess there's
two ot her categories of workers. |'d ask the question
whet her this means we're going to |leave the two rem
l[imt, and t hat woul d be cycl ot ron workers, especially
frompositron emtting radi onuclides where it's high
energy and aprons aren't goi ng to make any di fference,
and | think the other group where there may be sone
concern m ght be source handl ers and manufacturers
where | hear anecdotally workers do get pushed.

DR. HOL AHAN: Manuf acturers and
distributors are already required to input into the
REARS (phonetic) database, and | don't know.

PARTI Cl PANT: | don't know what those
doses are.

DR. HOLAHAN: But | think they're bel ow
thelimts, but | don't knowif they' re belowtwo rem

CHAI RMVAN MALMUD: Thank you.

M5. SCHWARZ: | woul d say for PET wor kers,

not even the cyclotron operators, | nmean, for the
t echnol ogi sts, that would run about 200 mllirem a
month. So over a year, 200 millirema nonth. | mean,

that's not all workers, and probably if you | ook at

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

230

averages you'll be all right, but individual workers
may have sone probl ens.

MEMBER LI ETO | was just going to say
that | think the two remis going to create sone
difficulties, and | think people need to recognize
that, you know, basically that's the dose. Even
though it's constraint on one page, it's a limt on
the other, and Dick's presentation here, and | think
that it gets to the question what is wong now wi th
the current limts.

You know, we are for the nost part |iving
bel ow the five rem and probably very close to bel ow
the two remfor even our worst case situations. Wat
is the necessity; what is the driving force for
ratcheting these down even further? COkay? Because
it's just going to, | think, require | think the
econom ¢ factors and so forth.

Peopl e are going to say, well, the limt
is two rem You know, if I'm going to inplenent
ALARA, does that nean now t he new ALARA | evel s shoul d
be 200 mlliren?

You know, | just think this is really,
really not a good thing.

DR. HOLAHAN:. And | just want to note that

this was the sane thing that was in ICRP 60 that we
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didn't adopt.

CHAI RVAN MALMUD:  Dr. Eggli .

MEMBER EGGLI : Al so, what isthis goingto
do to the cost of construction of nmedical facilities
when you have to increase the shielding to nmeet these
new gui del i nes? Ri ght now we have a new CT scan, and
we're not going to install because the cost of adding
the shielding to the space where we want to install it
is equal to the price of the instrument. So it's not
goi ng to happen.

| mean, this could have problens as you
ratchet down the public exposures. The cost of
shielding nedical devices is going to make a
significant inpact on the cost of health care.

MR. BAKER: | think that's a good point.
I ntheir recoomendati ons | CRP does not address quality
of life or any of those issues. They don't try to
quantify benefit in any way. There's sinply their
m ssion. They have blinders on, and their ideais to
try to keep doses as |ow as possible, you know,
justify and so forth.

| think they tried to be reasonabl e, but
they're very firm believers in the linear, no
t hreshol d dose response curve, andthey're drivingthe

doses down, and they don't | ook at these other side

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

232

i ssues.

MS. SCHWARZ: And another issue: have
they quantified any risks? | nean, is there reason
because they have determ ned the risks fromionizing
radi ati on?

MEMBER VETTER  Well, they've indicated
t hat t hey have exam ned the biological literature and
so forth, and first of all, these nunbers, as Trish
nmenti oned, the two remaverage over five years, that's
not a change. They're sinply underscoring.

MS. SCHWARZ: No, | understand.

MEMBER VETTER:  Yeah

M5. SCHWARZ: | under st and.

MEMBER VETTER: No, they believe that
that' s what they have sel ected as an acceptabl e ri sk.

CHAl RVAN MALMUD:  Dr. WI i anmson

MEMBER W LLI AMSON: Yeah, I t hi nk
especially giventhat this two remhas beeninstituted
in their literature for sone tinme, the area of nost
concern would be paring back the 100 MR Ilimt for
menbers of the general public, and | think that this
is an opportunity totry to -- howshall | say it? --
at least delay their program to ratchet down dose
limts in an ever nore irrational way to zero, no

matter what the cost to anybody.
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So |I' mwondering what your opi ni on woul d
be, Dick, about what would be sort of tactically the
nost appropriate and -- how could | say? -- useful
objections to bring up at this event that woul d make
sense to themand resonate, would actually have sone
i mpact in nodifying this, sl ow ng down t he approval of
this effective lower limt for the nenbers of the
general public.

MEMBER VETTER: Well, this isn't new
either. They've had a constraint for menbers of the
public prior. So this isn't new either.

| think it mght be alittle different.
Do you know, Vince? It's .3 mllisieverts per year.
What was the ol d one?

DR. VINCE HOLAHAN: Well, right now we
al ready have constraints. W use constraints in our
rul emaki ng, and an exanple of that s the
decomm ssioning rule, and we're fighting with EPA as
a constraint for decomm ssioning. The unrestricted
rel ease of those sizes should be 15 milliremor 25
mllirem

W have water standards that are four
mllirem So these are already being used in this
country, and we essentially call themconstraints. So

this is not a new i ssue.
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Oneissuel wuldliketoraiseisthere's
anot her class of worker you've got to consider, and
this is one of the few changes they have in their
limts, even though they say there are no changes in
the limts. That's to the fetus. The fetal exposure
woul d not be 100 millirem

So ny question would be: what is the
i mpact on the declared pregnant worker?

MEMBER VETTER  Yeah, that's in one of ny
| ater slides, but we can tal k about it now.

DR. VI NCE HOLAHAN: And right nowin the
United States, the fetal exposure for the declared
pregnant worker is 500 milliremduring the remai nder
of the course of the pregnancy.

Part 60, | CRP 60, which was published in
1991, is 200 milliremto the surface of the abdonen.
Now t hese reconmendati ons woul d say 100 mIlirem and
| would ask what inpact would this have on sonme of
your decl ared workers that m ght be, in particular,
nmedi cine and things |ike that.

CHAl RVAN MALMUD:  Ral ph.

MEMBER LI ETO. "1l tell you right now
they wouldn't be able to work. Al right? Period.
Because | have to assure that, and for ne to say that

a nurse, nuke ned tech or whatever, | have not ever
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had anybody i n the decades that |'ve been responsi bl e
for this had a pregnant worker exceed 500, but |'ve
had a few over 100. Ckay?

Now, the fact that | know that it can
occur neans, one, that they would not be able to
decl are pregnanci es, okay, if they wanted to conti nue
on working, is basically what it gets to because if we
have to neet this 100 mllirem you can't have
decl ared pregnancies because they're going to be
mutual ly exclusive in the training or practice of
usi ng ionizing radiation.

And | think it's catastrophic.

CHAI RVAN MALMUD:  Dr. Eggli .

MEMBER EGGLI: | think along that line
agree with Ral ph on a far broader basis. | think an
i nterventional physician who is getting exposed to
somewhere near the limt is going to be inclined to
take their badge off and put it in a drawer and goi ng
to continue to work because if you danmage ny
livelihood and tell ne | can't work for the next five
years because |I've hit ny limt, that ain't going to
fly.

So | think that you have to | ook at what's
the benefit, you know. | understand that if you

believe inthe linear nont hreshol d nodel, then you can
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cal cul ate a mat hemati cal benefit, but you have to | ook
at the cost of that benefit, and the cost of that
benefit, | think, as we ratchet these things dow to
ever | ower | evel s becones econonically for society as
a whole and for individuals within that society
becones prohibitive.

CHAl RVAN MALMUD:  Thank you.

Anot her corment ? Let's see. Dr. Sul ei man
and then Dr. Lieto.

MEMBER SULEI MAN: At FDA actually we're
dealing with some ethical issues regarding young
pediatric, the fetus, and the radiation risks, |'ve
had that responsibility lately, but there's a whole
other issue that has an elenent of what's probably
driving this very thing. So ny perspectiveonthisis
that | think I can live with the two rem five rem
because | think in reality it's obtainable.

But | am concerned when you're getting
down t o what we woul d consi der background | evel s, when
you're tal king about a mllisievert and you' re goi ng
to pick up three during the course of a year and
you're further restraining or constraining the fetus
at an alnost ridiculously Ilow level for an
occupational worker, | think that's probably if you're

going to argue pick your battles, that's probably
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where you ought to focus on it rather than the
occupational limts.

CHAI RVAN MALMUD:  Thank you.

Ral ph.
MEMBER LI ETO  Well, | was going to just
say like Ohan had said that we're |ooking at

fractions of background that they want to have these
[imts put at, whichreally makes it very difficult to
understand the credibility for this, other than
sinmply lower is better, and | wanted to go back to a
point that | think Dr. MIler m ght have asked about
with the shiel ding.

W've run into this already on the
di agnostic X-ray side in nmy state, and what you have
to also look at is not only future facilities,
existing facilities that have al ready been designed in
exi stence, especially in urban areas.

VWhat you're now saying is that | think
they' re using a constraint of one-third in the I CRP.
Putting t he exact sane nmachine in there with the exact
same work | oad, everything else identical, you now
have to put three tines the shieldinginto neet this
constraint level. Ckay? Just sinply because they
want to lower it to these newer values, and | think

that what it basically is goingto prevent, renovation
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and reuse of existing therapy roonms. It will prevent
facilities in urban areas from expandi ng because
there's no place to go to. Okay? They have to
basically use those areas that currently exist.

And, again, it gets to this what is the
benefit that we are trying to achieve, and | just see
it as being a bl ank answer as far as what the benefit
iS.

CHAI RVAN MALMUD:  Thank you.

Dr. Eggli

MEMBER EGCGLI : And to speak to the benefit
qguestion, if you |l ook at the incidences of cancers in
occupati onal workers, they're, infact, |ower thanthe
general population. So what are we trying to achi eve
her e?

| think that we have achieved wth
radi ation safety for both the public and for
occupational workers, we've achieved a very high
standard already. What better can we do than making
occupati onal workers have a | ower incidence of cancer
t han the general popul ation? What are we trying to
get to?

MEMBER VETTER: If you use that argunent,
they'Il throw the healthy worker effect at vyou.

You're | ooking at a subpopul ation whose health is
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better than the general public.

MS. SCHWARZ: Il would like to make a
comment about the pregnant fenale.

CHAl RVAN MALMUD:  Dr. Schwar z.

M5. SCHWARZ: |'mconcerned about just to
add to the already stated facts. | think it's
definitely going to be problematic in that if a woman
does decl are pregnancy, essentially will have to be
t aken out of the work area, | mean, and not be al | owed
to work. So this will essentially, though maybe not
on paper, could discourage worren from being hired.

| mean, there could be an el enent that
could affect that, |I'msure.

MEMBER VETTER: Just in that regard
there's the Johnston Control s case which prohibits us
from doi ng that.

CHAI RVAN MALMUD:  Pr ohi bit s who fromdoi ng
t hat ?

MEMBER VETTER: It would prohibit us from
doi ng sonet hi ng t hat woul d affect the wel fare of that
pregnant worker. In other words, we could transfer
her to anot her job tenporarily that gave her the same
anount of nmoney and so forth, but we can't do anyt hi ng
to discrimnate. W nust protect that person so that

t hat person has the sanme opportunity as a male who
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can't get pregnant.

So, | nean, the Supreme Court did that
one. W can't discrimnate. W can't not hire a
pregnant woman because she's pregnant.

MS. SCHWARZ: No, | understand that, but
what | am saying --

MEMBER VETTER: O prevent her fromdoi ng
nucl ear nedi ci ne or what ever.

M5. SCHWARZ: You coul d di scourage her
frombeing hired in general, not in witing, not in
terms of policy.

MEMBER VETTER  Ri ght.

M5. SCHWARZ: But in termnms of the nental
revi ew of managenent.

MEMBER VETTER: | see what you're saying.

M5. SCHWARZ: Understanding that if
they' re dealing with a young fenal e popul ati on, that
it coul ddiscourage themfrombei ng t he choi ce bet ween
two equal candi dates.

CHAl RVAN  MALMUD: That's a valid
observati on.

We do have a comment fromthe public which
lI'd like to entertain now if the commttee wll
permt.

DR VWH TE: Gerald Wite. |'m here for
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t he AAPM but speaking just personally.

| can't help but hang crepe on nany of
t hese i ssues about experiences of comunity hospitals.
One i ssue about pregnant wormen that hasn't real ly been
stated explicitly is that of pregnant radi ol ogi sts and
pregnant cardi ol ogi sts.

If in ny community hospital | go to a
pregnant cardi ol ogi st and say, "You cannot do your
patients in our hospital because we can't keep you
bel ow 100 MR, " that woman and all of her patients wll
be at the hospital across town before you know it.

The pressures to ignore that rule or to
find sone way around that rule will be enormous. In
order to encourage respect for the science of
radi ati on protection, the rul es have to be reasonabl e
and enforceable, and if they're not, not to pick on
physi ci ans, but physicians will be the first ones to
find a way around them and the hardest to control

And these are the people in the hospital
we | ook to for | eadership, for sensibility, and we're
going to lose that. It's going to be a net
degradation in the radiation protection programin
hospi tal s.

CHAI RVAN MALMUD:  Thank you.

Wul d you like to go on, Dr. Vetter?
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MEMBER VETTER  Sure. Ckay. Anything

nore on dose limts?

CHAI RVAN MALMUD:  No.

MEMBER VETTER: For physicists, the
wei ghting factors for certain types of radiation wl|
change a little, but I don't think that has a major
i npact on any of us. For protons, it goes fromfive
to two, the weighting factor, and for neutrons, it's
roughly the sane. It's just they determi ne the
wei ghting factor a little bit differently.

The tissue weighting factor has changed
somewhat. | don't perceive that that woul d have nuch
of an effect on how we cal cul ate occupati onal dose.
In fact, nost of our doses are sinply neasured with
badge. We don't have many up ticks or intakes. So
we're not very often cal culating internal dose.

If we do, ICRP would say we cal cul ated a
little bit differently the effective dose fromprior
because some of the ti ssues have been changed alittle
bit. I don't thinkit"'s significant enough to gointo.

Do you want to flip to the | ast page, page
4? Application of dose constraints. This is where
percei ve we' ve al ready tal ked about this. | perceive
sone of these areas to be problematic.

Occupational workers in controlled areas
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are well inforned and especially trained so that
constraints arefairly easy to adm nister if we choose
t o appoint some constraints in our areas.

I t shoul d be poi nt ed out t hat
adm ni strative and support staff should be treated as
menbers of the public. There have been sonme who have
suggested that relative to this issue of designing
shields in diagnostic X-ray departnents that a
receptioni st who is going to be sitting right outside
the shield perhaps should be classified as an
occupational worker, a worker for purposes of
occupati onal dose.

The recommendations of ICRP are clearly
counter to that.

Let's see. W've just tal ked about the
wor ki ng condi ti ons shoul d make it unlikely that a dose
to the fetus would exceed one mllisievert, and
finally, relative to medical exposure, my second to
| ast slide, no limtation of dose to the individua
patient because it may actually reduce effectiveness
of diagnosis or treatnent. So that clearly falls
under the arena of justification.

But related to nedical exposure,
constraints should apply to workers and the public,

and this one, this is an area that we shoul d probably
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spend a m nute on.

Some exposure may occur in patient care
and support by menmbers of the public, such as fam |y,
menbers of famlies who are caring for a radioi odi ne
patient, and they' re saying that a constraint of afew
mllisievert -- they don't get very quantitative about
that -- a fewmllisievert is reasonable, but should
not be used rigidly. For exanple, higher doses are
reasonabl e for parents of a sick child.

Now, this came up yesterday in
conversation, and | think the feeling of the advisory
conmttee is that we should |ook toward NCRP
comentary 11, which | think is dated what, about
19957

PARTI Cl PANT:  Yes.

MEMBER VETTER. So it's a few years ol d,
but | don't think if you ask NCRP, | don't think the
thinking would be nuch different from what they
recomrended back then, and they recomended t hat and
the NCRPinstituted arule, infact, that patients who
are adm ni stered therapeutic radionuclides could be
rel eased to the public under the conditions that a
menber of the public would not receive nore than 500
mllirem

NCRP al so said that for nenbers of the
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public who are fam |y nmenbers of the patient, that a
hi gher dose would be justified in the care of that
patient, and they said it could be as high as five
rem providedyouinstructedthemappropriately inhow
to keep dose down and nonitored them

The NRC didn't adopt that condition, but
the 1CRP is suggesting w thout giving any nunbers,
t hey' re suggesting that that is, in fact, justified.
You can justify a higher dose to the parents of a sick
child, for exanple. So there are a couple of
constraints here that are saying that certain very
smal | groups, nenbers of the public can get a higher
dose than the limt; that it is, in fact, justified,
for example, in this case, and you woul d establish
t hat maxi nrum dose by sone sort of a constraint.

And they're saying for a menmber of the
public the constraint is afewmllisieverts or maybe
it's five. That would be the sane as -- is that what
t hey' re sayi ng now, two?

DR VINCE HOLAHAN: It's a maxinmm
constraint.

MEMBER VETTER: That is the maxi num

DR VI NCE HOLAHAN: Yeah, the maxi num
constraint for a caregiver is two mllisieverts.

VEMBER VETTER: | didn't see that.
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DR. VI NCE HOLAHAN: Twenty milli sieverts.

" msorry.

I f you | ook at the tabl e where they have
t he maxi mum constraints --

MEMBER VETTER. Two rem yes. That's two
rem

DR VINCE HOLAHAN: That's correct.

MEMBER VETTER: Not 500 mllirem yeah.
So that would be the maxi mum two rem

DR. VI NCE HOLAHAN: That's the maxi nmum
constraint per caregiver.

MEMBER VETTER: Ri ght . Oh, yes, | do
remenber seeing that, yeah. the maximum constraint
for a caregiver would be two rem

Now, current NRCrule is that the maxi num
[imt is 500 millirem |I'msorry. That's not quite
the right way to put it. You base your rel ease of the
patients on assum ng that no one woul d get nore than
500 millirem

DR. HONE: Dr. Vetter, is it clear that
it's for a whole year or is it per patient?

MEMBER VETTER: In this case it's per
epi sode.

DR. HOWNE: Ckay.

VMEMBER VETTER: For caring of patients
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it's per episode. Now, you would normal |y antici pate
that to be once in a nunber of years.

DR. HOAE: And for your other discussion
that you had, it was clear that the radiation to the
patient for the procedure the patient is receivingis
not included. What about the dose fromthe patient to
ot her peopl e?

MEMBER VETTER: Yeah, they address that in
two different ways. One is for patients who are
sitting like in a nuclear nedicine waiting room that
the dose to other people in the waiting roomis --
they don't use the word "inconsequential,"” but it's
low and it doesn't need to be worried about, and the
same thing for transport of radioiodine patients on
t he way hone, that those doses are | ow enough not to
worry about .

But then the other group that they talk
about is caregivers, fromdose frompatients. It's
caregivers andthey're sayingafewmllisieverts. It
woul d be two remin our case would be the maxi numto
caregi vers, and possibly higher for parents of a sick
chi I d.

CHAI RVAN MALMUD:  Thank you.

Dr. Vetter, vyou' ve heard a nunber of

comrents fromthe committee. What is it that you were
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seeking in presenting this to the coomittee as an end
resul t?

MEMBER VETTER: What |'m interested in
hearing fromthe commttee are their interpretations
of when t hese reconmendati ons coul d be probl emati c for
t he nedical comunity.

CHAl RVAN MALMUD:  And you' ve heard that?

MEMBER VETTER |"ve heard that. " ve
heard sone very good f eedback, and that's what | woul d
take to the neeting next week.

Now, t he neeting next week i s t he Advi sory
Commi ttee on Nucl ear Waste who i s sinply trying to get
educated on this issue, and they're interested i n our
per specti ve.

CHAI RVAN MALMUD:  And what we' ve heard is
that there's no evidence statistically that radiation
wor kers, despite the fact that they' re classified as
perhaps a healthier group than the population at
| arge, has a hi gher incidence of cancer or nutations
that result in deforned fetuses than does the
popul ation as a whole. Therefore, we are not
encouragi ng reducing the safelimts in a theoretical
pursuit rather than a practical one; that, in fact,
t her e may be uni nt ended consequences i n reduci ng t hose

l[imts, such as the inability of someone to naintain
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gai nful enploynent in the course of a pregnancy.

And, therefore, we are supporting your
transmtting the nessage that we don't see the need to
reduce these limts. |Is that a fair summary?

Thank you.

MEMBER VETTER W don't see a need to
reduce the limts that are currently --

CHAI RVAN MALMUD: Currently established.

MEMBER VETTER  Ri ght.

CHAI RVAN  MALMUD: If that's a fair
summary, we will accept that. |[|f someone will make
t hat notion other than the Chair, and that will be the
nmessage that Dr. Vetter woul d deliver on behal f of the
ACMUI .

MEMBER EGGLI:  So noved.

CHAI RVAN MALMUD:  Moved? Did you second

MEMBER LI ETG | would second it.

CHAI RVAN MALMUD:  Moved and seconded. Dr.
Eggli noved it, seconded by (pause) --

MEMBER LI ETO M. Lieto.

(Laughter.)

CHAl RVAN MALMUD: -- M. Lieto.

| s there any further discussion?

MEMBER LI ETO. | have a couple of quick
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conments. One thing that | think also this does is
convey a very negative aspect about radiation. | f
you' re above this constraint |evel, you know, a few
millirems, tens of mllirenms, it conveys the sense
that you failed to neet good radiation safety
standards and you're exposing people to harnfu

amounts of radiation that are within the normal range
of variance of background itself, and | think that's
a negative connotation that woul d be rel ayed by this.

Anot her point is that inlookingover this
docunent, we've always tal ked about dose equi val ent
and equi val ent dose. Well, intheir infinite wi sdom
|CRP is saying, "Okay. W' ve not going to use that
because it's too confusing. W' re going to establish
a newterm" kay?

So nowwe' re on this nerry-go-round of new
term nol ogy, and | agree about the confusion w th dose
equi val ent or equi val ent dose, but it has got to stop
somepl ace. I nean we need to say this is the

terminology and let's stick withit for nore than five

years.

And t hey' ve cone up wi t h anot her term and
that's another thing I think is going to, | think,
related to alot of confusion. | think a major change

in a lot of the rules the way they're defined and
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regul ations the way they're witten to adopt this new
termnology, and again, | just think there's
absol utely no benefit being derived fromall of these
changes. | think it's just a bad piece of -- well, |
shoul dn't say that, not overall

| can understand the weighting figures,
the factors, and sonme of these lower limts being
establ i shed for natural sources, but you know, | think
that sone of these other things are just not very
beneficial because | think they determne -- | guess
de mnims is not the right term-- but a level at
whi ch you don't need to concern yourself, which is
like one millirem Wat is that? | guess you could
clinmb up to the eighth story and get nore than that.
| just think it's an absolutely ridicul ous nunber.

CHAI RVAN MALMUD:  Any ot her comments with
regard to the reconmendation that Dr. Vetter wll
carry with hinf

| f not -- oh, yes.

DR. VINCE HOLAHAN: If | could just nake
one quick clarification, thelimts that we're tal king
about in this draft docunent for all intents and
purposes are not different than ICRP 60. So to go
back to the main Conm ssion and say 20 mllisieverts

for an occupational exposure is unreasonable, well,
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they don't care. That's already on the table.

VWhat will be inportant is several years
fromnow, will the NRC adopt these recomendati ons,
and that's the issue to be addressed with the
Conmi ssi on.

CHAl RVAN MALMUD:  Thank you.

And t hat' s your understanding, Dr. Vetter?

MEMBER VETTER  Yes.

CHAIl RVAN MALMUD: M. Lieto.

MEMBER LI ETO.  The point is well taken,
and the only thing that's new about this is if you
don't adopt these or | shouldn't say -- doses above
t hese constraints are considered failures now by the
| CRP, which is not the type of term nology that they
used before.

So | find that very, very negative and,
you know, really is sort of alnost | don't want to say
a strong arm ng, but sort of a way of trying to coerce
nati onal bodi es and agencies to adopt their val ues,
whi ch, you know, many countries have not, i ncluding
ours.

CHAI RVAN MALMUD:  Thank you.

So we are encouragi ng of not tightening
things, in addition to for the ICRP to |ook at the

uni nt ended consequences of some of their actions.
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W still haven't given you a nod of
approval for what you would like to take with you.

Al'l in favor?

(Show of hands.)

CHAl RVAN MALMUD:  Any opposed?

(Show of hands.)

CHAl RVAN MALMUD:  Any abstentions?

(No response.)

CHAl RVAN MALMUD: It carriesthemajority.

MEMBER VETTER Just one comment rel ative
to the inpact of these, what they really nean.
Hi storically | think the NRC and regulators in this
country had | ooked to t he NCRP f or gui dance as opposed
to the | CRP.

Now, in |arge neasure they're the sane,
except that these dose linmts have been different
since ICRP 60. So in that regard | did ask NCRP when
do they plan on taking another |ook at their
reconmendations. They are waiting for BEERS-7 to be
publ i shed, and then they will ask them Then they'l|
ki nd of ask thenselves: arethe limts that ICRPis
proposi ng here appropriate or do t hey want to nmai ntain
the limts they have in NCRP 116 or whatever?

But | just wanted to throw that out for

your infornation.
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MEMBER SULEI MAN:  When i s BEERS- 7 supposed

to be published?

MEMBER VETTER: That's a good questi on.

MEMBER SULEI MAN: | mean a year, five
years, ten years?

DR. VI NCE HOLAHAN: The final chapters of
BEERS-7 are being finalized now. The project
director, M. Rick Jostice (phonetic) or Dr. Jostice,
is hoping to put that out to peer review in the
Nati onal Academes this fall. | would say it's
possible to be released as early as the April time
frame of next year. I'd feel a little bit better
sayi ng maybe June of next year

CHAI RVAN MALMUD: To be precise, Dr.
Suleiman, it's in the future.

Thank you.

May we nove on to the next item on the
agenda?

MR. ESSIG Yes. The next item on the
agenda, if | may introduce it, is the final itemon
t he agenda.

CHAl RMVAN MALMUD: Before you introduce
the final item may | once again thank Dr. Vetter for
all of the effort he went to thus far and will go so

agai n next week on behal f of the ACMUJ .
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MR. ESSIG Ckay. The final itemon the

agenda, we had wanted to go over if possible the
action itens arising fromthe nmeeting which based on
t he way we' ve captured them it's going to take a nore
detail ed review, and so we don't think trying to reach
agreenent on action itens here nore or less in real
time would not be fruitful.

So we' re not going to propose to you ri ght
now t hat we go over the action itens. Wat we would
go over is the recommendations that arose and that
were in the formof a notion that was acted upon. W
will summarize those. Angela will, and then the
second order of business then prior to declaring the
neeting adjourned i s to di scuss the neeting dates for
the spring 2005 neeting, which hopefully those who
have to |l eave left a vote sheet with sonebody. Dr.
D anond or M. Bailey, |'"mhoping that they left their
preference behind sonewhere, but maybe they didn't.

Because | think the preferred approach on
t he 2005 neeting was to either circle the dates that
each nmenber preferred or to cross out those that
appeared to be unworkabl e.

MEMBER NAG  Tom

MR ESSIG  Yes.

MEMBER NAG | thought the dates of the
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26th and 27th of April was the nmain one and we want ed
to see how many are not able to attend that because
there are so many. We'Il| never cone to consensus. |t
m ght be better off saying how many cannot mnake that
April 26th-27th, and then go fromthere.

If a lot of people cannot make that, then
we | ook for an alternative. O herwise, | will be here
for certain dates, and you will never have a consensus
doing it that way.

MR ESSIG COkay. W can certainly do
that, and we just nore or |ess picked those dates
because they didn't appear to conflict with our
know edge of the maj or society neetings at that tine.

Now, we have to revi ewour own schedule in
house, whi ch we haven't done, agai nst those dates for
Dr. Mller and Dr. Hol ahan's availability. Sothey're
alittle bit tentative in that sense.

But at |east what we know is that the
auditoriumis available on those two days and we've
prelimnarily locked it in. So maybe next door to
busi ness then woul d be to di scuss t he reconmrendati ons
that arose, and Angela will do that.

M5. Ml NTOSH: Bear with ne a little.
This is a matter of conmbing through some very rough

i nformati on to capture what we believe are t he noti ons
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that arose fromthe conmttee neeting yesterday and
t oday.

The first notion that the comm ttee nmade
was regarding the seeds el ectron gui dance, and that
notion basically stated that the seeds electron is
appropriately codifiedin 10 CFR 35. 1000, but that the
staff should use the regulatory framework in Section
35.400 as a nodel for creating guidance for the seeds
el ectron, addi ng only those el enents of Secti on 35. 600
as needed.

Looks |i ke everyone is in agreenent with
t hat one.

The second one, the second notion, the
conmttee notioned to have the 200 hours' worth of
training and experience in Part 35.390 reduced to 80
hours.

CHAl RVAN MALMUD:  That is correct.

M5. MINTOSH: Another notion that the
comm ttee made, it's al nost general in nature, but the
comm ttee notioned that except for all of those i ssues
identified regarding the draft 10 CFR 35, except for
those issues that the conmttee identified as
problematic, the commttee notioned to nove forward
with the draft final rule.

CHAl RVAN MALMUD: That is correct.
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M5. MclI NTOSH:  And regardi ng t he abnor mal

occurrence criteria --

MEMBER W LLI AMSON:  You forgot the one on
gr andf at heri ng. | think a notion was made on
gr andf at heri ng of AMPs. There was some suggested
rephrasi ng of the grandfatheringtext that woul d al | ow
-- | can't renenber exactly what was said.

M5. McI NTOSH:  kay.

MEMBER W LLI AMSON: But that was one of
the two problens that was identified with the 35.

M5. WASTLER: Let ne try it.

M5. McINTOSH: We're working fromnmneeting
notes. So we don't have the -- the transcript wll
have the specific. Do you have that?

M5. WASTLER: If | can decipher ny
scri bbl ed handwiting here, I think --

CHAl RVAN MALMUD:  Thi s i s Sandra Wast | er.

M5. WASTLER  Thank you. Sorry.

-- that the recomendation was that
physici sts authorized to serve as AMPs for HDR, ganma
knife -- | messed up the appropriate title -- ganma
stereotactic surgery --

(Si mul t aneous conversation.)

M5. WASTLER: Al right. -- and

t el et her apy be grandfat hered as AMP -- |' ve got as AMP
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nodal i ties. I don't think that's the exact right
words -- for AVP nodalities.

VMEMBER W LLI AMSON: That's AMPs in the
area in which they are practicing, which they are
currently authorized to practice, | think.

M5. SCHWARZ: Jeff, was there sonething
al so menti oned about bei ng preceptors for those AMPs?

CHAI RVAN  MALMUD: It says they can
supervi se trainees.

MEMBER W LLI AMSON: They becone preceptors
automatical ly, yeah.

M5. McINTOSH:  And then the last notion
that we've been able to identify quickly was the
noti on regardi ng the proposed changes to t he abnor mal
occurrence criteria, and the commttee basically
agreed to nove forward with those proposed changes.

CHAI RVAN VALMUD:  And we just did one for

Dr. Vetter.

M5. McI NTOSH: Okay, and t hat was a notion
for --

CHAl RVAN MALMUD:  Yes.

M5. Ml NTOSH.  Ckay.

CHAI RVAN  MVALMUD: And | think that's
conpl et e.

M5. WASTLER: Doct or.
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CHAl RVAN MALMUD: Do you recall another

one?

M5. WASTLER: Yes. It seens to ne that
there was a recommendati on that you be provided, the
conmi ttee be provided the research protocol for thel-
25 users' markers to allow you to further evaluate
t hat procedure. This was --

CHAI RVAN MALMUD:  Yest er day.

M5. WASTLER: -- Robert allagher's
presentation.

CHAl RVAN MALMUD:  That's correct. The
comm ttee didrequest nore informati on bout the use of
| -125 seeds as markers for -- the specific indication
that was reviewed was for l|ocalization of breast
masses and breast surgery. And we woul d appreciate
seeing nore information regardi ng the use.

M5. McI NTOSH:  Ckay. Can anyone think of
anything el se that the commttee proposed or a notion
that the comm ttee nmade?

CHAI RVAN  MALMUD: That's all that we
recall at this nonment.

M5. Ml NTOSH: kay. And the other
adm nistrative itemis the setting of the neeting
dates for the spring 2005 neeti ng.

CHAI RMVAN  MALMUD: And we were given a
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nunber of options based upon the availability of this
conference room
MR. ESSIG The auditorium Correction.

CHAI RVAN MALMUD: The audi torium Excuse

M5. McI NTOSH:  Yes. | have since | earned
that the auditorium is actually not going to be
avai |l abl e on one of those dates in April. So we would
still have to go back and set a date for the
audi torium

MEMBER NAG Was that the 26th?

M5. Ml NTOSH: W proposed the 26th
t hrough the 27t h.

MEMBER NAG And that is avail abl e or not
avai |l abl e?

M5. McINTOSH: It's not avail able on the
27t h.

M5. WASTLER: Excuse ne. Can | just
point out, | believe -- this is Sandra Wstler
again -- that Dr. MIler pointed out, and I think we
all agreed, that what we need to do is set a date we
can all live with. The place we will deal with. All
right?

CHAl RVAN MALMUD: | s that your point, Dr.

MIller?

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

262
MR MLLER M point was that, yes, |

asked nmy staff let's focus on setting a date for the
nmeeting. Once that's agreed upon ny staff will find
a venue where we can hold the neeting, and let's not
be restrictive; based upon what | heard yesterday,
let's not be sorestrictive as to be concerned whet her
it's in this room or the auditorium or sone other
sui tabl e venue that's nearby. It's nore inportant to
find a date where we can get maxi mum partici pation.

CHAI RVAN MALMUD:  Ral ph?

MEMBER LI ETO A question for staff. Not
knowi ng the days of the weeks that these are, is
Monday- Tuesday better for individuals as opposed to a
Tuesday- Wednesday?

M5. McINTOSH: Can |? The dates that are
proposed ar e Tuesday- Wednesday or Wednesday- Thur sday.

MEMBER W LLI AMSON: It can't be Thursday-
Friday?

M5. McINTOSH:  Well, it can. It's just
t hat nost of the conmttee nenbers prefer to have it
bet ween Tuesday and Thur sday because nost peopl e don't
want to travel on Mondays or Fridays.

MEMBER W LLI AMSON:  Teachi ng Monday and
Wednesday.

M5. McI NTOSH: Okay. Well, traditionally
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that's been those days of the week that the conmittee
has been anenabl e to having the neeting on.

MEMBER NAG Since we had that 26-27
April, can we just maybe just have a show of hands
whet her anybody is not available on those dates
rather than saying when you're available and then
you' Il have peopl e overl ap?

MEMBER EGCGLI : My concern with that
Subir, is that you' ve got two nenbers that aren't
her e.

M5. McI NTOSH: Wl |, actually Dr. D anond
did leave nme his input, and his input was he's
avai l abl e for everything, for every date except for

March 15th through the 17th.

MR MLLER | know I'mnot avail able as
it stands now. | think I have to go to |IAEA that
week; is that correct, Trish, based upon the

i nformati on we have now?

DR. HOLAHAN. Twenty-fifth to 28th.

MEMBER W LLI AMSON: I n theory, yes, | am
not available on April 27th.

M5. McINTOSH:  So, | nean, we can go in
March if March is a little bit better. There's
several March dates, 1 through 2, 2 through 3, 8

t hrough 9 or 9 through 10.
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MR, M LLER There are earlier April

dates, too, aren't there?

M5. McI NTOSH: Wl |, 19th t hrough 20t h for
the April or 20th through the 21st of April.

MEMBER W LLI AMSON: So we have to do it
Wednesday- Thur sday or Tuesday- Wednesday?

MR. M LLER There's sonethingthat | need
tointroduce to rem nd everybody of. | need Angela to
listentothis to nake sure that |1've got it correct.

Last year, while we talked yesterday,
while Tom articulated yesterday that there's no
requirement for the commttee to neet with the
Conmi ssion, there are times where the Comm ssion
desires to neet withthe commttee. And | ast year the
Conmmi ssion dictated a date that they wanted to neet
with the conmttee, which dictated when -- which to a
degree di ct at ed when we had the March neeti ng because
it allowed the commttee to be in town one tine rather

than tw ce.

My anticipation wll be that the
Conmmi ssi on woul d probably want to neet with -- given
where Part 35 has been and is comng, | would

anticipate that the Conm ssion woul d want to neet with
the comm ttee again.

Have you done any checking on that?
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M5. Mcl NTOSH: No, | haven't.

MR. MLLER Because | wouldn't want to
set a date for the neeting and then find out that the
Commi ssion wants to have a neetingwi th the commttee,
and then there's the concern of -- or is that a
concern of the conmttee to conme totown athird tine
for a Conmm ssion neeting?

MEMBER NAG | mean, at one tine, you
know, we had to put this off until you had a tentative
date with the Conm ssioner, and what you can do to
speed up, you know, maybe us, not what -- you know,
whi ch of these dates we are not avail abl e.

MR, MLLER Right, and | think having
that information allows us to go to SECY and propose
these are dates that ACMJl could be in town for a
nmeet i ng. Do you want to have a Comm ssion meeting
with thenf

And | guess the question | would ask the
conmttee is: do you want to have a neeting with the
Commi ssi on on the annual basis? And if so, could you
arrange, could we arrange a Comnmi ssi on neeting that
suits around one of those dates?

CHAI RVAN MVALMUD: Wl |, we still remain --
Ral ph?

MEMBER LI ETO. | was just going to say |
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personal |y don't have a probl emw t h Thur sday- Fri days.
So if that turns out to help out nenbers and the
staff, | woul d be anenable to that just as an offering
or a suggestion and, you k now, it mght be that --

CHAI RVAN MALMUD: Wi ch were t he two days
that you were offering is first, Angela? April?

M5. McINTOSH: Initially we offered April
26t h through 27t h.

MEMBER NAG  But now that's out.

MEMBER W LLI AMSON:  Assumi ng that' s a good
date for any of you.

MEMBER NAG And the other thing is I
wonder why even, you know, Monday- Tuesday cannot be.
| nmean, there is really no reason why we can't have
t hat .

MEMBER EGGLI: There may be sone people
who don't want to travel on the weekend day because
t he peopl e who have to cone in froma di stance have to
come in the day before. For nme, you know, | just cone
down the evening before, but maybe sonebody doesn't
want to spend all day Sunday flying or sonething.

MR. ESSIG Wich Ed Bail ey woul d have to
do coming fromCalifornia. ComngfromCalifornia, it
woul d t ake Ed a whol e day, and Robert Schenter has to

come from Washi ngton, the other Washi ngton.
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CHAI RVAN MALMUD:  Next choice after April ?

MEMBER NAG  Well, | don't think we can
solve anything because we don't know when the
Conmmi ssi oners are going to neet. So we have to shel ve
that. So | think there is --

CHAI RVAN  MALMUD: | thought it was
necessary for us to set a date so that you could get
t he room

MR MLLER Yes, it is.

CHAl RVAN MALMUD:  We can have this whol e
thing by E-mail.

MR. MLLER | think what is inportant is
knowi ng t he dates. Angel a has of fered sone wi ndows of
opportunity here, and | guess the questi on becones are
t here some proposed dates that we can accommodat e and
then we can take and see if the Comm ssionis willing
to neet around those dates so that we can hold the
neeti ng and have the Conm ssion neeting at the same
time.

M5. McI NTOSH: What | was trying to | earn
is if out of the proposed dates if there were
definitely dates where you knew t hat you woul d not be
able to be here. Then we could just elimnate those,
and we coul d have sone options out of what was |eft

over.
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MR. M LLER Yes, | woul d encourage you to
nove expeditiously on this because there was a w de
range of dates, and | can't lock all of those dates on
nmy cal endar.

M5. McINTOSH: Right, right. So we were
trying to get a feel of what we could wal k away with,
i f possible right now, what we could wal k away with.

MEMBER NAG | know like in March 18th
t hrough 30 I' m not avail abl e.

CHAl RVAN MALMUD:  Those weren't in the
dat es anyway.

M5. McI NTOSH: | handed out an E-mail, if
everyone has a copy of it. It has the range of
dat es.

CHAI RVAN VALMUD: How about April 12th and
13th? That's a Tuesday and Wednesday?

M5. McINTOSH: |Is that finewth everyone?

MR ESSIG That conflicts with ACR

CHAI RVAN MALMUD:  That conflicts with the
Areri can Col | ege of Radi ol ogy.

M5. McINTOSH: It does.

MEMBER EGGLI: |'s anybody planning to go
to ACR?

PARTI Cl PANTS:  No.

MEMBER EGALI : Agai n, physicists don't
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usually go to ACR. Radi ati on oncol ogi sts usual ly go
to ASTRO rat her than ACR

CHAI RVAN MALMUD: The 12th and 13th is
okay for us?

M5. McINTOSH:  Twel fth and 13th.

MEMBER NAG  Twel fth and 13th, Tuesday-
Wednesday. That's sonmething | can live wth.

CHAl RVAN  MALMUD: Twel fth and 13th,
Tuesday- Wednesday.

PARTI CI PANT: When you' re actual ly doi ng
your taxes.

(Laughter.)

M5. McI NTOSH: Woul d the conmitteeliketo
propose an alternate date so that we have two sets of
dat es?

MEMBER W LLI AMSON:  What about Thur sday
and Friday the sane week?

MR. MLLER Wy don't we take that based
upon the information that --

PARTI Cl PANT: Well, actually Thursday and
Friday of that same week |'m unavail abl e.

MEMBER NAG  Question. For two days or
three days? Usually when we neet wth the
Conmi ssi oners, three days.

MR. M LLER | would argue given where
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we've been in the |ast nunber of sessions, we can't
even get through what's on the agenda in two full
days. If you're going to neet with the Comm ssion,
you' re going to want to have sone tinme, | woul d t hink,
as a group before you go up and neet with them

MEMBER W LLI AMSON:  Yeah.

MR. M LLER So three full days is
probably good for planning.

M5. SCHWARZ: So 12th, 13th, and 14th?

MR MLLER O at least two and a half.

MEMBER NAG Twel fth, 13th and 14th. The
l ast thing you probably want to nake it a half day
anyway so that people can go hone the sane day.

M5. SCHWARZ: What about 11, 12, and 13,
Monday, Tuesday, Wednesday?

MEMBER W LLI AMSON: | woul d advise us,
even t hough at t he nonment naybe we don't have anyt hi ng
urgent we would like to talk to the Comm ssioners
about, | would urge us to continue having the annual
contact with them | think it's always inportant to
bring to the attention or your superiors the
activities you're working on and not turn down
opportunities to cultivate a relationship. | think
it's just bad politics to not, you know, continue this

tradition.
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|"m sure we can find sonething to talk
about .

CHAI RVAN MALMUD: It shoul d be sonet hi ng
of substance.

MEMBER W LLI AMSON:  Yes, but, | nmean, we
deal with lots of substantive activities.

CHAl RVAN MALMUD: But do we have a firm
date for the Conm ssion's neeting?

MR- MLLER No, that's the dilemua. What
we're trying to do, what | was hoping to do, and I
can't prom se that we can deliver on this is get out
ahead of what happened | ast year where the Comm ssion
dictated a date, as | recall, and then we had to force
the ACMJl neeting to be coincident with that date so
that you would only have to come to town once.

If we can get sone potential dates now
per haps we coul d propose those to the Conm ssion and
get sonmething, if they accept that, that's nore under
our control than their control.

MEMBER W LLI AMSON: O you can work it the
other way around and exam ne the Comm ssioners'
schedul es and come up with several.

M5. MCINTOSH: | don't thinkit's out this
far ahead.

MEMBER W LLI AMSON: Do t hey neet in April?
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MR M LLER: Par don nme?

CHAl RVAN MALMUD: Do they usual ly nmeet in
April ?

MR MLLER Well, it's a question of a
nunber of things. It's not a question -- the
Conmmi ssi on neets whenever the Conm ssion deens that
t hey need to neet, but they try to plan their neeting
schedule so that it doesn't interfere with their
i ndi vidual travel activities or other obligationsthey
have. So they try to hold their neetings -- currently
there are three Conm ssioners -- they try to hold
their nmeetings when all three Comm ssioners are
avai |l abl e.

CHAl RVAN MALMUD:  We will have to wait
until they set their neeting date.

MR. MLLER And so what it mght nean is
if we ask themto set a date, that will dictate when
the ACMIJ neeting will be, which may interfere with
some of your availability. Understand that.

| nmean, having -- | guess there was one
nmenber absent this tine. | guess there were two
counting Dr. Sukera (phonetic), but having nmaxi num
menbership at the neetings | find opts for a nore
heal t hy, productive dialogue than if we have |ess

nmenbers present.
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CHAl RVAN MALMUD:  Agreed. Ral ph?

MEMBER LIETO. Wuld it be valuable, in
[ight of the fact that the Conm ssioners may not do
somet hi ng or plan their schedul e that far in advance,
as | think Angela was suggesting, having a prinmary
neeting tinme and maybe an alternate? |n other words,
we conme up with two groups of dates and t hen just kind
of maybe they can work from there wth the
Conmi ssi oner s.

MR MLLER We wll try, nd you know, it
may or may not fit their schedules. They may cone
back and dictate somet hi ng anyway, you know.

MEMBER LI ETO That's fi ne.

MS. Ml NTOSH: But as far as April 12
through 13, | think I head the committee say 12
through the 14th and then sonmeone said, well, no,

that's not going to work.

PARTI Cl PANT: | did. 1'munavail able on
t he 14th.

M5. Ml NTOSH.  Ckay.

M5. SCHWARZ: What about t he Monday, 11th,
12th, 13th?

M5. Ml NTOSH: There was concern about
Mondays because of travel, but we could. Should we go

with the 11 through the 13th as one proposal ?
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M5. SCHWARZ: Yes.

M5. McI NTOSH: Okay, and woul d t here be an
al ternate proposal perhaps in March?

MEMBER EGGLI:  You had al so the week of
the 21st of April.

M5. McINTOSH:  Yes, | had proposed the
20t h through the 21st.

MEMBER EGGLI: Are the inportant people,
t he prerequisite people fromNRC staff avail abl e t hat
week?

MR MLLER As far as | know, vyes.

MR ESSI G Ckay. So then three days
during that week, right?

M5. McINTOSH: | haven't heard. | haven't
heard one way or the other.

MR. ESSIG You proposed two.

M5. McI NTOSH: The second one, right.

MR, ESSIG Two days.

M5. McI NTOSH:  The 11th through the 13th
is the first proposal.

DR.  HOLAHAN: We're tal king about the
second proposal .

M5. McINTOSH: Right.

M5. McINTOSH: | haven't heard one way or

the other if that's okay.
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Wul d the 20th through the 22nd --

PARTI Cl PANT: O April?

M5. McINTOSH:  -- of April be okay?

CHAl RVAN MALMUD:  Any obj ection to that,
20t h through the 22nd of April?

MEMBER W LLI AMSON:  No.

CHAl RMAN MALMUD: As an alternative. Dr.

Nag?

MEMBER NAG  Right now that | ooks okay
NOw.

M5. SCHWARZ: \What was the date again?

CHAI RVAN MALMUD: The 20th through the
22nd.

M5. SCHWARZ: O March?

CHAl RVAN MALMUD:  Apri | .

M5. McINTOSH:  As the alternative.

PARTI Cl PANT: And what's the primary?

M5. McINTOSH:  The primary woul d be the
11th through the 13th of April.

MR MLLER So why don't we take those
two proposal s?

CHAl RVAN MALMUD:  April 20th to 22nd?

MR- MLLER Yeah.

CHAI RVAN MALMUD: | think that m ght be a

probl em W have to reappoint the new nodality

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

276

subconmi ttee, by the way.

MR ESSIG  Yes.

CHAl RMAN  MALMUD: April 20th to 22nd,
what's our schedul e [ ook |ike?

MEMBER W LLI AMSON: | thought there were
two ot her actionitens we had. Something |' msupposed
to do with the nedical event criteria.

MR. ESSIG Jeffrey, are you speaking of
action itenms or notions? We didn't tal k about action
items. We're going to dig those out.

M5. McINTOSH: R ght.

MR ESSIG It was too nmuch trouble to dig
t hose out of the transcript at this point.

M5. McI NTOSH: Okay. So the 20th through
t he 22nd.

CHAl RVAN MALMUD:  Yes.

M5. Ml NTOSH: So the 20th through the
22nd is going to be the alternate proposed date for
t he spring neeting.

MEMBER W LLI AMSON: What is the initia
date or primary date?

M5. McI NTOSH:  El eventh through the 13th
of April.

MR. MLLER \Wat we will do is we wll

check to see if we could arrange a Commi ssi on neeting
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at that tine. If the Conm ssioners offer an
alternative date that they want to neet, well, then |
think we'll probably need to get back to you and see

if you can accomodate that.

It's always a challenge to do both.

CHAl RVAN MALMUD:  Thank you.

The next item is the new nodality
subconmittee, which needs to be reappointed. Its
chair has left the commttee; is that not correct?

M5. SCHWARZ:  Yes.

CHAI RVAN  MALMUD: And who was on the
previous subconmittee on nodalities? Dr. Nag, Dr.
Wl liamson, and Dr. Schwarz? Wul d one of you wishto
be the successor to chair the commttee?

Dr. Schwarz has been nomnated by Dr.
Wl lianmson for that position.

MEMBER NAG | second it.

(Laughter.)

CHAI RVAN MALMUD: Dr. Nag seconds it. Do
we need one nore nenber or is three adequate?

PARTI Cl PANT: It probably would help to
have the agreenent state person on.

MEMBER W LLI AMSON: The agreenment state
person.

CHAIl RVAN MALMUD: Wy don't we nom nate
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M. Bailey in his absence and essentially agree?

Yes, Dr. Nag.
MEMBER NAG | would like Dr. D anond
taking out (unintelligible). | want to know if the

NRC has tal ked to the board and tried to appoi nt a new
Conmi ssi oner as part of this.

MR MLLER | think | can address that.
One of the things that | amworking with my staff to
do is to address that issue. O concern to nme and |
think to everyone is not to wait until people are
rotating off in order to try to find a replacenent.
Do that ahead of tine.

Al so, recogni zing that in sone years there
are multiple nmenbers that are rotating off, and that
can really inpact the commttee, |I've asked ny staff
to do thinking on how can we ninimze that, and if
t here are sone i nnovati ve ways we coul d ninim ze t hat,
including comng up with proposals for extending
people's terns beyond two ternms in order to get
t hrough the initial dilema that we found.

We're exploring all of that, and thirdly,
t he nom nation process itself. There are sone steps
t hat we' ve | ooked at in the nom nati on process that we
think make it nore torturous than it needs to be. In

ot her words, how many tinmes we have to go to the
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Conmmi ssi on during the process to seek approvals.

What we have to do is send a policy paper
up to the Comm ssion and get their vote on any changes
to the process and to new nominations, and we're
actively working that. As M. Essig can tell you
|'ve pushed to try to get that done.

So | hope to get that done in the very
near term

PARTI CI PANT:  And just to add to that, |
know some of you had been approached probably a year
or so ago and asked if we received approval fromthe
Conmmi ssion would you be willing to serve beyond your
two termlimt, and several of you indicated that you
woul d be interested and avail able to do that.

We haven't forgotten about that. \What
we' re probably going to have to do i s because that was
about a year ago, we would cast the net out once
agai n, make sure that your offer if you did offer to
serve beyond the two ternms and we have Commi ssion
approval of that conceptually, take that offer that
you still were willing to do that.

And so that will all be included in this
effort.

MEMBER W LLI AMSON: | was under the

i npression that in nmy own case | was al ready beyond

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

280

the two termlimt and | amnowin nmy term nal years.

(Laughter.)

MEMBER W LLI AMSON: That this is now ny
fourth year of ny -- | believe. AmI| wong?

M5. McINTOSH:  No, you're in your second
term

MEMBER W LLI AMSON: | anf? GCh, okay. |
stand correct.

MEMBER NAG  Because you t ook six nonths
of f and you were reappointed. So you restarted on
your reappoi ntment.

MEMBER W LLI AMSON: No, | understandthat.

MEMBER NAG  The ol d one was off.

MEMBER W LLI AMSON:  So when does ny term
end?

M5. McINTOSH:  In 2006.

MR MLLER  So along those |ines what
we're alsotryingto think throughis rather than just
aski ng nenbers who arerotating off if they'rewlling
to serve nore, we nmay be |ooking at staggered terns
for reappointnent so that we don't find ourselves in
a continuing dilemm of having five people rotating
off at the sanme tine.

So we're trying to do sone thinking in

that regard as to what's the nost | ogi cal path forward
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on that so that we get continued representation from
the various specialties that we have here and al so
seek new people, get sone fresh ideas to the table
that also are wlling to serve and can work
productively in this environnment.

CHAl RVAN MALMUD: To that end, you m ght
develop a matrix with the existing menbership, their
specialties, and their terms and then begin the
preparation for exception.

MR. MLLER And as we nove forward and do
that, if it's okay with the commttee, we wl]l
probably have sonme initial discussions with your
chair, who he can then decide how he wants to share
t hose ki nds of issues with the rest of the conmittee,
but it's kind of part of the role of the chair, |
think, to have sone admnistrative discussions
concerning that.

CHAl RVAN MALMUD:  Fine. Dr. Schwarz.

M5. SCHWARZ: One other item that we
appoi nted a group was for the best practice where we
were | ooking at the 1-131 events and sone ot hers.

CHAl RVAN MALMUD:  Yes.

M5. SCHWARZ: And Dr. Eggli was appoi nted
the chair and then Dr. Vetter, Ml nud, and nyself.

CHAI RVAN MALMUD: Correct.
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M5. SCHMRZ: So that was --

CHAl RVAN MALMUD:  That's in the m nutes.
| wasn't certain that the other one was, but | think
that they both are in the m nutes.

Thank you for --

MEMBER W LLI AMSON: It will take six weeks
to find all of that stuff.

CHAl RVAN MALMUD:  Ch, it won't take that
| ong.

MS. SCHWARZ: It's due back i n two nonths.

CHAI RVAN MALMUD: | have the minutes from
t he meeting, our phone conversation of |ast week, a
week and a half ago, and they've already been
processed.

MR MLLER W were told we can get the
transcript in how many days? Three.

CHAI RVAN MALMUD: I n how many days?

M5. McINTOSH: Three busi ness days.

CHAl RVAN MALMUD:  And Angela will get it
out to ne, and wel come back.

MR. ESSI G Just one additional point on
the conm ttee appoi ntnents. What we have done in the
past is that since the appointnents have been on a
fiscal year basis, the new appointnents woul d take

effect Cctober 1 of this year. For exanple, Dr. Van
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Decker is now on the -- | nean, his appointnent was
effective Cctober 1st. Had Dr. Sukera been able to be
here, this woul d have been a transition neeting. Dr.
Sukera would have been able to do a mnd neld or
sonething to that order with Dr. Van Decker, and
likewise M. Bailey. This was to be his. Had Ruth
McBur ney been abl e to attend, but she coul dn't because
of ot her obligations, this would have been her ability
or opportune tine to transfer her know edge, and in
the same way with the public advocate or patient
advocate representati ve.

Unfortunately neither one could be here,
the new nor the old this tinme, but that we'd like to
have as kind of the transition neeting, but
unfortunately it didn't work as well this tine.

| just nmention that for background
i nf ormati on.

CHAI RMVAN  MALMUD: Vell, if we get the
matri x together, we can see whose terns mght be
ext ended by an odd nunber of years, if possible, and
then createthe transition, the smooth transitionthat
you' re seeki ng.

MR. MLLER Right, and alsoit's probably
time we do think about does the conmttee see any

specialties that aren't represented here t hat m ght be
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i mportant to regulatory activities to be added to the
conmttee or replace the specialty if oneis not being
utilized anynore.

So we're interested in your thoughts on
t hat .

CHAl RVAN VALMUD:  Yes. Dr. Eggli, are you
going to address that issue?

MEMBER EGG.I: Yes. The question is do
you have a statutory limt on the size of this
conmttee, and if not --

MR M LLER  No.

MEMBER EGGLI: -- again, the other thing
to l ook at --

MR. ESSI G Budgetary.

MEMBER EGGLI @ Yes, but fromthe point of
viewof clinical practice, diagnostic radi ol ogists are
a maj or nunber of practitioners of activity in both
Subpart 200 and Subpart 300, and it mght be worth
considering having a nmenber of the diagnostic
radi ol ogy comunity.

Al though | am also a Board certified
radi ol ogist, in addition to being a Board certified
nucl ear nedi ci ne physician, | think ny attitudes nore
represent the nuclear nedicine conmunity than the

radi ol ogy comunity, although in the absence of a
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radi ol ogi st nenber, | have been, in fact, quite
voci ferously, | think, representing the interests of
t he radiology commttee or the radiology community.

But it mght be useful to have that
community speak for itself.

M5. McI NTOSH: M ght | al so add t hat your
self-evaluationis dueinthe spring, due next spring,
the spring of 2005. So if you have any issues or
suggesti ons about the conposition of the commttee,
you can always add those conmments to your self-
eval uation that we forward to the Conm ssion.

CHAI RVAN MALMUD:  Thank you.

MR. ESSIG And on that same topic, | know
recently we broached the subject of endocrinol ogi sts
and whether or not one was wanted, and | think the
consensus was or the conmment | got back was that, no,
one was not.

CHAI RVAN MALMUD: W' ve hear d not hi ng from
that community regarding wanting to be on the
comm ttee, and they seemto be covered by the current
regs. well; and we' ve heard no requests for exenptions
or changes to practice.

"' m an inclusionary person, but | don't
see the need for that at the nonent.

If I may take the Chairman's prerogative,
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it's 3:20, and it would be an astonishing
acconpl i shnent to finish before the adjournnent tine
at 3:30. And we would Iike to thank all of those who
have remained here to the end, as well as to the
menbers of the NRC who are here: Dr. Mller, M.
Essig, and staff, Angela and staff. We very much
appreci ate the opportunity to share and -- excuse ne,
Dr. Howe and Zel ac.

We really appreciate the opportunity to
exchange all of these ideas and to try and reach
consensus on issues that are very difficult.
Representation of this conmttee, excluding the NRC
staff, is very diverse with very different interests
and concerns.

At one extrene perhaps are the states
representatives, who are very concerned about
prescriptive definitions, and onthe ot her hand, there
are those who are fromthe training progranms which
feel that those kinds of standards are Dbest
est abl i shed by the boards.

So that reaching consensus isn't easy.
You've made it a constructive engagenent for us, and
we appreciate that, and in the breaks that we've had
at lunch and so on, the nenbers of the commttee of

t he ACMJI have comment ed on t he i nproved rel ati onshi p,
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if you will, between NRC and the comm ttee by virtue
of the presence of the two of you, and we're very
appreci ative of that and your |eadership role.

MR- MLLER Thank you.

CHAI RVAN MALMUD:  And so thank you and
thank all of the nmenbers of the conmttee. And is
there a notion for adjournment?

MR. MLLER Before you do --

(Laughter.)

MR MLLER -- I'd like to reciprocate.
One of the things that we've been designed to do nore
of istoget issues onthe table that are inportant to
you so that we can nove to have a dual dial ogue as
opposed to the NRC staff puts issues on the table and
you just comment on it.

And | think having presentations thistine
by Dr. Nag and Dr. Vetter nobves the ball in that
direction. So | think fromour perspective, we were
pl eased with that, and we'd like to see continued
activity in that area in the future.

CHAI RVAN MALMUD:  Thank you.

|s there a notion?

MEMBER SULEI MAN: | so nove.

CHAI RVAN VALMUD: Dr. Sul ei man. Second to

t he noti on?
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PARTI Cl PANTS: Second.

CHAIl RVAN MALMUD:  All in favor?
(Chorus of ayes.)
CHAI RVAN MALMUD:  Thank you very much.

(Wher eupon, at 3:20 p.m, the neeting was
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