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P-ROGEEDI-NGS
(8:05 a.m)

CHAI RVAN CERQUEI RA: Good nor ni ng. \%%
name i s Manuel Cerqueira, and I’ mthe Chairman of the
ACMUI, and this is a preparation -- now is this an
open or cl osed neeting?

MR ESSIG This is open.

CHAI RVAN CERQUEI RA:  1t’ s open. Ckay. So
one of the agenda itens this norning between now and
when we nmeet with the Conm ssioners is really to go
over the Comm ssion briefing. So maybe, Tom since
the NRC Staff is goingto be doingtheinitial portion
of it, maybe you want to reviewthat first? Part 35
Li censi ng and I nspection under the New Part 35 Panel a
Henderson. Are you going to go over any of that with
us or previewit with the Commttee, or is this --

MR ESSIG It woul d be ny suggestion t hat
we could best utilize the time here to provide Ral ph
any i nsights that m ght be needed in his presentati on.
| mean, it’s kind of our hour to do with what we
pl ease.

CHAI RVAN CERQUEI RA: Sure. Okay.

MR. ESSIG Certainly, you re welcone to
copies of the slides of the other presentations, but

| don’t knowif at this point -- we can’t change the
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slides. They’ ve already gone to the Conmm ssion, so
t hey woul d be for information only. W can certainly
do that.

CHAI RMVAN CERQUEI RA: | guess t he one t hi ng
that may be of some help is the sense, we’re going to
be talking about the review of nmethod of NRC
Reconstruction. It mght be worthwhile to see Dr.
Sherbini’s presentation so we at |east have sone --

MR ESSIG Wll, it's actually going to
be mi ne.

CHAI RVAN CERQUEI RA:  Ch, it’s going to be
your’s. kay. So what does the Committee feel?
Wuld it be of sone help to have Tom go over his
presentation so we could --

DR. NAG | think we went over that
yest er day.

DR. VETTER Yes. | personally would |like
us to discuss Part 35 issues.

CHAI RVAN CERQUEI RA:  Ckay.

DR. VETTER Unless we’re all confortable
wi th what ever information he has, and he coul d revi ew
that for us, and then go fromthere.

DR W LLI AMSON: Yes. | would like to
hear that sort of data, at |east a summary of the

content.
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CHAI RVAN CERQUEI RA:  Ral ph.

MR. LI ETO |’m here to serve the
Commi tt ee.

CHAI RVAN CERQUEI RA:  Excel l ent. So howdo
you want to do it? Do you have your slides?

MR. LIETO | think they' rein the handout
right here. Starting with the second slide, just a
sumary of t he proposed rul emaki ng dates, when t hi ngs
started, involvenent of the ACMJ wth Staff and the
di scussion sessions, and just identify that there's
these three major issues -- topics that | wanted to
present. One was about board certification, probably
a lengthier part of it has to do with the Preceptor
St at ement, and t hen sone transitional issues that have
been brought up by the Commttee, nake a comment t hat
the --

CHAI RMAN CERQUEI RA:  Now, Dick, is this
what you want, or do you want Ral ph to maybe just ki nd
of go through this?

DR VETTER This is fine.

CHAI RVAN CERQUEI RA:  This is fine. GCkay.

Good.

MR. LIETO And then transitional issues.
| nmean, if you want | could go through the whole
thing, | mean, just go through the presentation as
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sort of a warmup, and then just kind of -- we could
do that too.

MR ESSIG Are there copies of the --

DR VETTER  Yes.

CHAI RVAN CERQUEI RA:  We have the slides.

MR ESSIG It'sinterestingthe Cormittee
has themand we don’t. W got themthis norning. Onh.

DR VETTER  Are they right in front of
you t here?

DR. NAG That’s the one Angel a gave this
nor ni ng.

MR, LIETO  Just to introduce nyself and
thank the Commttee or the Conmission for the
opportunity to conmment on proposed rules. Then to
i ndi cate that the NRC published the proposed rule on
Decenber 9th seeking coments on the revision of the
trai ni ng and experience requirenents, and that these
trai ni ng and experi ence requi renents af fect aut hori zed
users, authorized nedical physicists, authorized
nucl ear pharmaci st and radi ati on safety officer, and
that the authorized nedical physicist is a new
desi gnati on.

The NRC proposed anendnents to training
and experience which affect the approval of these

aut hori zed i ndi vi dual s vi a bot h t he current nechani sns
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whi ch are recognition of board certification and the
al ternat e pat hway.

The proposed rules involve significant
work by the ACMJ with the NRC Staff, and from
di scussion sessions with representatives from the
af fected board and the professional societies.

On behal f of the ACMJ we wanted to bring
to the Conm ssioners’ attention some issues relating
to the proposed rule. There are three particul ar
aspects that we feel should be comrented on. These
have been raised i n ACMJ neetings since the Advi sory
Conmittee | ast net with the Comm ssion, and al so were
raised during the drafting of the proposed rule
These t hree aspects of the proposed rul e i nvol ve board
certification, apreceptor statenment, and transitional
issues in going from current regulation to the
proposed.

One of the questions raised during the
comment period in the proposed rul e asked should the
word "attestation"™ be used in place of the word
certification and preceptor statenents? The ACMI
would liketostronglyre-affirmits reconmendationto
use the term"attest or attestation" in Part 35.

I't shoul d be noted t hat t he conment peri od

ended | ast week on February 23rd. Also, I'll state
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that there may be individuals fromthe ACMJ that may
have some additi onal comments on i ssues affectingthe
proposed rules and its future inplenmentation.

The criteriafor board certificationto be
recogni zed and listed in Part 35 is the crux of the
proposed rul emaki ng. The inportance of board
certification cannot be enphasi zed enough. However,
it needs to be understood that board certification
provides a nean to assess and docunent the
conprehension of a body of know edge and/or basic
skills. It does not determi ne the training program
content or adequacy, nor does it determ ne conpetency
to supervise safety prograns.

| f the NRC expects t hat nedi cal events can
be related to board certification, this is a
m sunder st andi ng of the board process. | nadequat e
radi ation safety training is a reflection of an
individual’s training program not their board
certification.

DR W LLIAMSON: Can we comment ?

CHAI RVAN CERQUEI RA:  Yes, please.

DR WLLIAMSON: Are you sure you want to
say that? You know, they're making certain
assunptions about board certification which maybe we

shoul d just --
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MR LIETOG | took that largely fromthe

M nut es.

CHAI RVAN CERQUEI RA: Maybe we coul d nove
that since it’s not being --

DR. W LLI AMSON: | mean, | know it’'s

perhaps intheinitiative, but there’s acertain sense

in which that’s true, but there’'s also -- I’msorry
that it’s in the Mnutes. |'msure that’'s what the
boards thensel ves say, so at a certain level | think
it’s true, but at a certain level it’s also
msleading. | think that as a tool for calling out

experi enced and reasonabl y wel | -trai ned pr of essi onal s,
board certification has served us well for many
decades now. And | think to sort of attack that
connection serves no useful purpose.

CHAI RMVAN CERQUEI RA:  Di ck.

DR. VETTER: I think the whole
m sunder standing here revolves around the word
"conpetence". Boards certainly do denonstrate that
you have the knowl edge and skill to perform your
prof essional duties. The issue is are you conpetent,
and conpetence i s denonstrated on a day-to-day basis.
And that goes back to this whole issue of requiring
preceptors to sign a preceptor statenment for people

who are board certified.
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MR. LIETG Do you want me to strike the

whol e sentence or do you want nme to replace
"i nadequat e radi ati on safety trai ningw th conpet ence?

DR. VETTER  Conpetence. Personally, |
think that’s the issue, it’s conpetence.

CHAI RVAN CERQUEI RA:  Yes. Wy don’t you
read the original and then the revised statenent?

MR. LIETC Il think it was the |[ast
sentence, which was "inadequate radiation safety
training is a reflection of an individual’s training
program not their board certification.” And their
suggestion was repl ace "conpetency” is a reflection,
or radiation safety conpetence is a reflection of the
training program not certification.

DR. VETTER VWhat were the first few
wor ds?

MR. LIETO "lnadequate radiation safety
training."

DR. VETTER Wiy are you assumi ng that
anyone is getting inadequate radiation safety
traini ng?

MR. LIETO Well, that was the -- | think
relating to board certification and tying board
certification to nedical events.

DR VETTER: But thereis no - - there has

NEAL R. GROSS
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been no tie.

MR. LIETO No. But that’'s been one of
the issues that’s been raised at least in the [|ast
nmeeting with the Comm ssion --

DR. VETTER: Where t he Commi ssi on has t hat
opi ni on.

MR LIETO Right.

DR, VETTER. | don’t know where they get

MR LIETO What | guess I'mtrying to
reflect is that our agreenment is that it doesn’t. And
that was the reason for the --

DR. WLLIAMSON: |I'mnot sure |I’'d agree
with that. You know, honestly | think that’s sort of
a level of train-- it’s very specul ative whether it
does or doesn’t. But ny hunch is, is that sonebody
that -- a group of persons who have passed t he boards
probably overall would do better at radiation safety
practices than an equival ent group that has not.

MR. LIETO Then I'Il just end it wth
t hat .

DR. WLLIAMSON: So | see no point, and |
think we’re just asking -- you know, we don’t want the
rule as its broadly forned nowto be overturned, and

so |l don't think that it’'s --
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MR LIETG So I'll just end it with --

DR. W LLI AMSON: Yes, it’'s very
specul ative one way or the other. | would just drop
it.

DR EGAI: | would like to take a
slightly contrarian approach. Not all training
programs across all groups of authorized users

enphasi ze radiation training to the sanme degree. And
there are training prograns where -- and there are
generic categories of training programs where
radi ation safety is significantly de-enphasi zed at the
trai ni ng program

DR. WLLI AMSON: That coul d be, but what
useful purposeis served by drawing their attentionto
that fact?

DR EGG.l: Public safety.

CHAI RVAN CERQUEI RA:  But do you have any
data to support that?

DR EGAEI: There is an organization
cal | ed SCANS, which is Society of Chiefs of Acadenic
Nucl ear Medicine Departnments who collected data on
this kind of training, and over several years triedto
influence the training in nuclear nedicine. And it
was the strong opinion of this group that there were

categories of trainees where radi ation safety was in
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fact de-enphasi zed.

CHAI RVAN CERQUEI RA: But again, that’s
certainly not information that | was famliar wth,
and I’mjust not certain what purpose that --

VR. LI ETO It’s obviously quite
controversial, and so I’'ll just strike that sentence.

DR W LLI AMSON: What is your sort of
underlying purpose? What are you trying to achieve
with these conments? | mean, what were you --

MR LIETO  Well, basically, this is a
reflection of what the Comm ttee has di scussed since
we |ast net with the Comm ssioners on the proposed
rul emaki ng, and what went into the proposed rule. |
mean, that’s what | thought the purpose of this was,
to give themsort of a status report on things that
have happened since.

DR. MALMJUD: The SCANS report |I'’mfam|iar
with. | think it would be wi sest to sinply address
the issue of board certification as indicating that
when one i s board certified, what the director of the
training programindicates is that we have received
the requisite fund of knowl edge and are fam liar with
it in order to practice whatever our specialty is. |
don’t think we should touch the word "conpetence”

That’ s sonmething that is achieved and inproved upon
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with experience, but sinply state that the board
certificationis anindicationthat theindividual has
t he requi site fund of know edge necessary to practice
his or her specialty. That's what it is. Don't you
agree?

DR, WLLIAVSON: | do. | think it tests
basically a breadth and to sonme extent depth of
know edge. It has in addition to that certain
prerequisites that limt or nandate a certain type of
training. | agree it may not be followed ideally as
it should in all cases, but | think we’'ve argued in
the past that board certification is an inportant
mechani sm and has served the comunity well in
general, and so | don't see any mleage in trying to
under m ne that view

DR. MALMUD: And in fact, just for the
record, and in fact, nost boards require nore training
hours than does the NRC reconmend. The issue of the
di fferences anong t he boards, which is | believe what
you’' re addressing, is an issue which | don’t think it
woul d serve us well to bring before that Conmmittee at
this time, because that woul d open up another issue
for discussion whichis not the issue on the table at
the nmonent, even though there is evidence that the

nunber of training hours differs anong the prograns.
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That’ s just ny personal opinion.

CHAI RVAN CERQUEI RA:  So how do we want to
word this now?

MR, LI ETO | think it’s best just to
strike it out. It's obvious -- because it wll, |
t hi nk, give themmaybe a m sunder st andi ng of what the
Commttee’s intention is. And |’ve already got a
st at enent about that board certificationis aneansto
assess and docunent conprehensi on of a basic body of
know edge and skills.

CHAI RVAN CERQUEI RA: So conprehensi on,
certainly nothing about conpetency.

MR LIETO Right.

CHAI RVAN CERQUEI RA: Somet hi ng softer
woul d be "exposure”, whichis really a non- conmttal
sort of term

DR. WLLIAMSON: And it does also carry
withit sonelimtations or expectations for a kind of
a training, because it does have an inportant role
shaping, | would say, mninum requirenments for
training, and the nature of the experience you have to
have.

CHAI RVAN CERQUEI RA:  Right. And we’ ve had
qui te a di scussi on when t he boards actual | y cane here,

you know, and Dr. Hendee from the ACR  And again,
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there were issues about program directors versus
aut hori zed users. | don't think thisis the forumto
necessarily get into those kind of issues. So is
everyone confortable with the statement that Ral phis
goi ng to nake?

MR LIETG Forget | said it.

CHAI RVAN CERQUEI RA:  Ckay.

MR. LI ETO The next point has to do with
Secti on 35. 50 whi ch addresses trai ni ng and experi ence
for radiation safety officers. Repeatedly duringthe
rule revision process, the ACMJ stated that the
training and experience revisions nust not exclude
exi sting recogni zed boards. |n paragraph specifically
50(d)2(i), there’s a new paragraph added to allow
medi cal physicists to serve as RSGs if they are
certified by a specialty board and the certification
process has been recogni zed by the Conmmi ssion or an
agreenent statenent.

It appears to be i ntended to aut horize as
an RSO board certified nmedi cal physicists who are not
ANVPS. However, as stated, the proposed rule
di squalifies certain certification categories in the
Aneri can Board of Radi ol ogy and t he Anmeri can Board of
Sci ence and Nucl ear Medi ci ne fromwhi ch many currently

certified medical physicists serve as RSOs.
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Well, this may be unintentional by the
NRC. It nust berectifiedbefore the final rul emaking
process is published, or the final rulenmaking you
shoul d say is published. Process for a board to be
recognized and listed in the NRC website is an
entirely new concept and requirenent. This wll
require formal application process by the boards,
regardless of the length of tinme that they have
exi sted. ACMJ suggests that the notice also go to
maj or soci eties whose nmenbers conprise the various
board di plomats. And I’'Il just list the boards.

DR. WLLIAVSON: I’'I1l nake a suggestion
The RSOissue youraised | thinkis areally inportant
one, so | think to add a line indicating what the
consequences wll be if these individuals, for
exanpl e, board certified nucl ear nmedi ci ne physicists
are excluded fromthe process be appropriate.

DR. VETTER Rel ative to that issue,
Ral ph, do you know speci fical |y what’s excl udi ng t henf?

MR LIETC It’s the requirement in
Section Athat has to do with the docunented years of
applied health physics. | think it’s three or five,
dependi ng on how, | guess, it’'s read exactly. But in
those categories since they're all master’s

candidates, | think it’'s the three year piece that
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does it. 1’ve heard conflicting comments that the
Aneri can Board of Sci ence and Nucl ear Medi ci ne has two
years -- and soneone el se says no, it does have the
three years -- but | do know that they did sign,
think in a letter in the comments that went to the
Comm ssion, that they supported that aspect. So |I’'m
assumng that they feel that that affects the --

DR. WLLIAMSON: Yes. | think so. Now
just toclarify further, | think there are two ki nd of
classes of RSO that are inmplicitly defined by that
rule, 35.50. One is the kind of unrestricted RSO
where the content of services offered by the |icensee
isnot limted by the personal work experience of the
RSO. And the second category is RSO whose sort of
scope of RSO duties is limted to those nodalities
whi ch the individual has sone work experience. And |
think the category that we’'re disputing now is the
second category, so what is not at i ssue are the basic
requi rements for being an unrestricted RSO, but being
the RSO of a smmller operation where, in fact, the
board certified radiological or nuclear nedicine
physi ci st may be by far the nost appropriate skilled
and know edgeabl e person to serve as RSO for a smal
| i censee.

CHAI RVAN CERQUEI RA:  Di ck, go ahead.
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DR. VETTER: | think we need to identify

what the fix is, and maybe | ater when we cone back we
have to nake a notion or sonething, but just to throw
out the fact that there’s a problem 1’m not sure
that’ s adequate. | nean, perhaps here that’s all we
need to do, unless we knowit’s a very, very easy fix
and we specifically identifyit. But at some point in
time today, this Committee is going to have to
identify the fix in order to give the NRC sone
gui dance.

DR WLLI AMSON: It’s not a very
strai ghtforward fix.

MR. LIETO Yes. | agree with you, D ck.
There was in the slide originally what | thought was
a fix, and staff |ooked at it, and they did not feel
it was the fix. So | guess it was a little bit nore
convol uted than | thought.

DR. WLLIAVEON: So can we put that as a
di scussion itemfor this afternoon?

CHAI RVAN CERQUEI RA: Ri ght. W an do
t hat .

DR WLLI AMSON: Tal k about fixes, what
the staff’s attitude is towards this matter.

MR. LIETO The next was just sinply in

terms of the process for listing, that the NRC pl ans
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to notify the boards by a letter and/or notice, but
that in addition, when the process is established, a
wor k shop wi t h t he st akehol ders shoul d be hel d for the
pur pose of addressing the specifics to finalize the
process for broad listing by providing a two-way
dialogue with the NRC and the affected groups or
boar ds.

The next slide, the discussion about the
preceptor statenent. This is one aspect of the
revi sion that has envisioned training and experience
rul emaki ng that has been the NRC naintaining this
requi rement for preceptor based on input from the
ACMUI . The requirement for a preceptor statenment was
decoupl ed fromt he board certification pathway to neet
the NRC directive. This is a new regulatory
requi rement for both board certified and alternate
pat hways for obtai ni ng NRC aut hori zati on, so now each
appl i cant bears the burden for obtaining a preceptor
st atenent.

The ACMUJI believes that the definition of
the preceptor will greatly inpact the inplenentation
of this requirement. The current definitionis, and
then |’mjust goingtoread it right off the slide --
enphasi zing the articles, an individual and directs

t he training.
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A comment that the preceptor statenent
must be a flexible, practical, and docunent that
m nimzes inplenentation burden, and allow the
precept or who i s not necessarily the one providingthe
trai ning and experience.

An exanple here would be a program
director who may not be an authorized wuser or
aut hori zed nedi cal physicist, but oversees the overall
training of the individual and can docunent the
performance and conprehension of that individual
during the training program

It should al so possibly provide for the
input of multiple preceptor statenents. Now a
suggestion fromthe ACMJl for NRC consi deration nm ght
be that to nodify the definitionto "an individual who
provi des or directs training and experience, or nore
directly an individual who provides, directs, or can
verify the training and experi ence." But again, these
are just suggestions for consideration to address the
i mpl enent ati on.

DR W LLI AMSON: So one issue you're
taking on is the connection between preceptor and
having to be AW or AU on agreenent state or NRC
license. One m ght argue that’s sort of a |l ost cause

to argue that. |1’ve lost that battle.
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MR LIETO Well, I think it was sonething

that we really discussed last tine, and it was quite,
| think, strongly felt by the Committee as a whole
that they may be the best person to comment on their
conpr ehensi on, and skill, and know edge base.

DR WLLIAMSON: The -- sorry.

DR. VETTER Can we cone up with a very
concrete exanple of where that would be a problen?
For exanple, if you get HDR, is there a physician that
comes in and trai ns the physicians on the use of HDR,
and then certifies that those new physicians will be
conpetent? Because that’'s what the | anguage says.

MR LIETO | could see where it mght
happen, Dick, would be say in a radiation oncol ogy
program where they get their training with unseal ed
radi opharmaceuticals in their medicine department.
And so there would be a nuclear nedicine director
and/ or maybe authorized user that would be able to
docunent that traini ng and experience; yet, their work
with other sealed sources would be an entirely
different --

DR. W LLI AMSON: That’ s addressing the
multiple person. | think that’s uncontroversial and
sonmething they will do. But coupling this fromthe

preceptor being an AU or AWMP | think is a nore
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controversial and difficult issue.

CHAI RVAN CERQUEI RA: It’'s nor e
controversial, and the way we ended up going in this
direction was | think when the ACRcane in, Dr. Hendee
didn't feel that the person signing the statenent
woul d necessarily be an authorized user for an AU
And if we go back four or five years when we first
started t his process, | nmean, it was felt that we
real |y needed sonmebody to assune responsibility. And
it was felt that for radiation safety that the
aut horized user should be that individual or an
appropri ate AVP-type.

DR. VETTER: But the problemis when a
physi ci an, when a |licensee gets a new type of use,
there is no one at the institution who is an
aut hori zed user.

CHAI RMAN  CERQUEI RA: Yes. No, I
understand in that situation, but we’'re tal king nore
for the general individual, radiologist and nucl ear
medi ci ne physi ci an or cardi ol ogi st who’ s had trai ni ng,
who can sign off.

DR. WLLIAMSON. So | think --

DR.  VETTER But the regulation is
all -enconpassing. It must cover all circunstances.

And | think it’s going to be problematic.
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DR. WLLIAMSON: So nmy suggestion woul d

be, is | think we’'re going to |lose the battle. You
know, we’ve already talked them into decoupling
preceptorship fromthe board eligibility requirenents
just for this exact reason, because they insisted on
retai ning the connection between preceptor and bei ng
a naned person on a license. So | think a nore
effective, winnable strategy i s to negotiate about the
details of the definition of what the preceptor does.
So ny suggestion would be that --

MR LIETO Well, I think that’s the point
her e.

DR. WLLIAMSON: Yes. Well, no. You're
attacki ng the connecti on between preceptor and bei ng
a naned person on a license. | don't think we're
going to win that. M suggestion would be we try to
fix the definition of preceptor soit’s broader. And
one suggestion | would have is, has know edge of the
competence and skills of the applicant. Okay? So
this would then allow coll eagues who haven’'t been
directly involved in the primary training, but who
have been in a position to observe or supervise the
i ndividual, toattest tothat individual’s conpetence,
so that’s the kind of fix I think that could be sold.

| don’t know what the staff’s opinion is.
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CHAl RMAN  CERQUEI RA: Not attest to

conpetence. | mean, | don’t think anybody has ever
gone in that direction. Doug had a --

DR EGGEI: Again, | think there are
situati ons where a general training director is not
t he person wi th any know edge of the | evel of training
t he individual has received. And there are sone
situations where it is beneficial to have an
aut hori zed user, an authorized nedi cal physicist, and
RSO, in fact, be the preceptor for those individual s.
And | do think in some situations there’'s a public
safety issue. And | think that public safety issue
overrides the inconvenience of this being broadly
appl i ed.

DR. NAG If | renenber the discussion
we’ ve had when t he board peopl e were here, one of the
maj or problems would be that a change in the
preceptor, that preceptor who actually taught the
aut horized user, trained this person is no |onger
there, sothetraining director serves de facto as the
one who is going to sign off. And the training
director -- all the paperwork that is there in an
institution is in the name of the training director.
And even if that training director |eaves, the

paperwork will still be there, so the new training
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director can sign off on their behalf.

DR EGGE.l: | disagreewith that. Anybody
who finishes a training program should wal k out of
that training programw th their preceptor statenent.
There shoul d not be an issue of having to cone back
five years |ater and ask for a preceptor statenent.
W keep copies of every preceptor statement that we
wite in the institution. |f sonebody |oses their
preceptor statenment, we can file a copy for them But
if you get your preceptor statenment before you wal k
out the door, this is a non-issue.

DR. WLLIAMSON: That’s not realistic for
radi ati on oncol ogy, your approach.

CHAI RVAN CERQUEI RA: This my not be
appl i cabl e across the board. But, Leon, you’ve been
patiently waiting.

DR, MALMUD: |  thought that Jeff’s
descri ption woul d be appl i cabl e and enconpassi ng; and
that is, that the training program director or his
desi gnee has t he know edge, and rat her than using the

term " conpet ence", has know edge of the training and

skill of the preceptee. Is that acceptable? Has
know edge of the training and skill of the preceptee.
MR LIETG Well, | think the controversy

here is they have to be a person that has been
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approved on the license or approved in the broad

scope.

DR MALMJD: That’s why | said or his
designee. |In other words, | may be the chairman of
the department, but | may not be the director of

residency training. Infact, inour departnent, which
is not meant to be a universal exanple, the chairman
i s not the training programdirector. Thereis always
a designated training programdirector. And in many
departnments that is the case, so that if it is the
director or his designate having know edge of the
training and skill of the preceptee, | think it covers
nost situations. Any further conment?

CHAI RVAN CERQUEI RA:  Di ck.

DR. VETTER: | think the regulations w ||
al l ow the NRC i n gui dance space to accommobdate your
vi ew of who the preceptor is. But the regul ation al so
says, this is very explicit, that the preceptor mnust
attest to the conpetency of that individual.

DR. WLLI AMSON: That’s not what it says.
[’l1l read what it says for radiation safety, for
exanpl e.

DR. VETTER Radi ation safety isalittle
different.

DR. WLLIAMSON: Ckay. Let’s go to the
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ot her one.

CHAI RVAN CERQUEI RA: Go to the aut hori zed
user, or the physician.

DR. W LLI AMSON: "Has obtained witten
certification signed by a preceptor authori zed nucl ear
pharmaci st that an individual has satisfactorily
conpl eted the requirenents in Paragraph B(1l) of this
section, and has achieved a I|evel of conpetency
sufficient to function i ndependently as an aut hori zed
nucl ear pharmacist." Let’s see if the physician one
is the same.

CHAI RVAN CERQUEI RA: | mean, this is the
issue. | think the Commi ssioners consistently have
wanted the word "conpetency", because it basically
puts some liability on the training progranms and the
person signhing the statenent, and no matter how nany
times we’'ve gone to them with this, they have
basically balked and been very steadfast. The
probl em the boards when they nmade their
presentations, they did not want to attest to
conpetency, and so |l don’t think we’vereally resol ved
this. Ruth.

M5. McBURNEY: That's probably why it was
decoupl ed, that the boards do not do that. It still

has to be another preceptor doing it.
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DR. MALMUD: One way of dealing with this

may be to recogni ze that conpetency i s not a constant
t hroughout [ife. And, therefore, that the individual
could attest to the conpetency of the trainee at the
conpletion of the program That does not nean that
the trainee i s conpetent one year |ater, which would
deal with the legal liability; nanely, when | trained
you, you were conpetent. Well, what happened to you
in a year, | can't speak to that.

CHAI RVAN CERQUEI RA: Jeff, and t hen Subi r.

DR, WLLI AMSON: | wanted to correct
something | just said. | was readi ng out of the Part
35 as currently published. |’mnowgoing to read what

it says.
CHAI RMVAN CERQUEI RA:  This is the revision
fromour subcomittee?

DR, WLLIAMSON: Let nme try to make it

clear. |’mdoing ny best here. The original Part 35
that -- | read out of the Part 35 that took effect in
Cct ober . The current rule which discussion just
closed states as follows -- this is for the 35.690.

It says, "As obtained, witten certification that the
i ndi vi dual has satisfactorily conpl et ed t he
requi rements i n Paragraphs Aor B of this section, and

has achieved a |evel of conpetency sufficient to
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function i ndependent|ly as an aut hori zed user for each
type of therapeutic nmedical unit for which the
aut hori zed user -- individual isrequesting authorized
user status. The witten certification nust be signed
by a preceptor authorized user who neets the
requirements in 35.690 . . . .".

IVB. Mc BURNEY: I t still says
certification.

DR. WLLI AVMSON: It does say conpetencein
here. It says, "Has achieved a | evel of conpetency
sufficient to function i ndependently as an aut hori zed
user." So | suggest that naybe we want to say |evel
of skill and know edge.

MR LIETO | don’t want to get into that,
because that -- what you' re tal king about there is
changi ng requi renment s of the individual for authorized
user status or whatever, and that’s not what |'m
presenting right here. This is the precept, dealing
with who can be a preceptor, so to speak, by
definition.

DR, WLLI AMSON:. Ckay.

CHAI RVAN CERQUEI RA:  Di ck.

MR. LIETO So | guess the question is,
the controversy | still don’t have any resol ution on

is we want to state that it may not be an authori zed
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user or authorized --

DR. WLLIAMSON: | think that’s the nost
controversial thing of all.

MR. LIETO If there’s not consensus, |
won't state --

CHAI RVAN CERQUEI RA:  And t he commi tt ee has
not cone to a consensus, and | think for this
afternoon’ s agenda, that --

DR, WLLIAMSON:. That’s not quite true
ei t her. W had a very clear consensus that that
person, this preceptor need not be an AU. So right
now |’ marguing a tactical point that we' ve | ost that

battl e, and what percentage is there in renew ng the

war .
CHAI RVAN CERQUEI RA:  Di ck.
DR. VETTER: | think Jeff is exactly
right. | think this is going to becone problemtic

when it comes to i npl enentation. For exanple, when a
| icensee gets an HDR, sone new type of use, the
i ndividual cones in and trains them is not an
authorized user on that I|icense. They can’'t be,
unl ess you want to hire themto cone in, so there are
some practical issues that will becone problematic
that we’ll have to sort out. But we’'re not going to

win this battle if we bring it up again.
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CHAI RVAN CERQUEI RA: | agree with you, and

this is probably not th forumto try to argue it. |
mean, if the Comm ssioners have questions, they can
ask it. But what --

MR. LIETO Do you want nme just to stay
away fromthat specific prepositional phrase, if you
will, and just -- andif it cones up and they bring it
up, bring up these exanples that there’s going to be
some problematic inplenentation of this if it has to
be aut horized user or authorized RSO?

CHAI RVAN CERQUEIRA: | think that’s the
nost legitimate way to do it.

DR. NAG | think although we seemto have
| ost a couple of times before, | thinkit’ s still very
i nportant that the ACMJ puts forward the view that
yes, we put this before you, you didn't agree, but it
buil ds some of the problens that will exist if we
allow -- | nmean, if the preceptor has to be the
aut hori zed user, you know, these problens do exist.
W have to again -- you know, sonetines they may not
accept the first tine, second tinme, but you keep on
haggling three, four times, at sone point they may
have to give up.

CHAl RVAN CERQUEIRA:  All right. Dick.

DR. VETTER | guess ny suggestion woul d
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be that we identify it as a continuing problem that
it may be problematic during inplenmentation, that
ACMJl is here willing to work with the staff to
resol ve those issues.

CHAI RVAN CERQUEIRA: | think that's the
best way to put it, because as we’ve observed from
this di scussion, we have not resolved it within our
own ranks, so | think the verbiage that you used was
appropri ate, the |anguage. So, Ral ph, did you --

MR. LIETO Yes. I’'Ill just say an exanpl e
woul d be a programdirector who has the know edge of
the applicant’s skill and training experience.

CHAI RVAN CERQUEI RA: That’ s
i mpl erent ati on.

MR. LIETO. There are sone other issues
that we need to bring up.

DR. WLLIAMSON: | think another exanple
that’s really worth nentioning, it isinportant, is a
practitioner who acquires a new nodality where there
isn"t -- that wasn't reflected in the origina
residency training of the individual, and for which
there is no aut horized user for that nodality that can
sign a preceptor statenent. Now how is that to be
handl ed?

CHAI RVAN CERQUEI RA:  Yes, but this isn’t
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the forumto get into these specific exanples. I
think --

DR. WLLIAMSON: Yes, | think it is. |
think he has to define the problemthat we need to
wor k on.

CHAI RVAN CERQUEI RA: All right. But he --

MR. LIETO If youlet me go on, I’ mgoing
to get into the specifics about preceptor issues.

CHAI RVAN CERQUEI RA:  Ckay.

MR. LIETO  And the questions that have
been raised. It’s on the next couple of slides.

DR. WLLIAMSON: | think the solutionis
nmessy, but the problemis clear.

CHAI RVAN CERQUEI RA: Go ahead, Ral ph.

MR. LIETO. Obviously, several questions
and concerns have been rai sed, have arisen in ACMJ
di scussion on inplenenting this preceptor statenent
requirenent. The ACMJU does not expect to obtain
answers at this neeting with the Conmm ssion, but
Wi shes to express these issues for resolution during
t he fi nal rul enmaki ng process. For exanpl e, who can be
a preceptor? Wat docunmentation is required for an
i ndi vidual to be recogni zed by the NRC as a preceptor?
What information does that preceptor need or require

to nake an attestation for training and experience?
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VWhat are his or her recordkeeping requirenments to
docunent this decision? And grandfathering wth
respect to Section 35.50, for exanple, when changi ng
from one license to another |icensee, does another
preceptor statenent need to be submtted for this
i ndi vidual ? Must it be updated every seven years to
satisfy recentness of trainingruleif that experience
- - the licensee changes licenses. Howis it handl ed
if a preceptor is unwilling to provide a statenent
because of personal reasons, or perceived liability
concerns? Wat liability concerns does that preceptor
bear, especially if NRCis |ooking at a relationship
bet ween nedi cal events and training experience. How
would it be handled if the preceptor is unavail able
due to death, training programterm nati on, or sone
ot her cause in which the length of tine between the
trai ni ng and experience and t he appli cant makes their
request for authorization.

| deal | y, a generic statenent formwoul d be
t he nost acceptabl e and practical; however, can this
be done such that the statenent |[|anguage is
appropriate for an authori zed user and RSO, a nedi cal
physi ci st, a nucl ear pharmaci st, and/ or for applicants
who have not yet conpleted board certification.

There my arise situations where an
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i ndi vidual nmay receive nulti-nodality training at
different institutions or facilities, or nost training
was recei ved at one facility or one licensee, and t hen
conpl eted under a second |icensee. WIl mltiple
preceptors be acceptable, or does one preceptor have
to address the full training and experience?

The ACMUI feels if it’s the |atter case,
this would be very problematic for an individual to
get a preceptor statement and would support the
acceptance of multiple preceptor statenents.

Anot her issue lies, and this |’'m not
really strong on a conmment, but another issue is
| icensee’s whose radiation safety conmttees are
authorized to approve authorized users or nedical
physi ci st s. They currently enjoy an expedited
process, approval process nechanism but with the
preceptor statenent i npl enentati on may i ncur del ays in
t hat approval process.

DR. NAG Can you go over that, what you
mean by that?

MR. LIETO |'mthinkinglike broad-scope
prograns and some specific prograns where the
radi ati on safety commttee can authorize the user or
medi cal physicist, and so they may incur delays in

their process to approve that user ontotheir |license
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or what ever because of del ays in getting the preceptor
statement information.

CHAI RVAN CERQUEI RA: | woul d probably try
to keep it sinple again, because we’re probably goi ng
into too nuch detail that we’re not goingtoreally be
able to resol ve.

MR, LIETCG Qovi ously, we raised nmany
guestions and concerns that the preceptor statenent
coul d create a bureaucracy of its own. Based on past
experience with Part 35 1i censing, many probl ens arose
wi t h regul at ory gui dance becone de facto regul ati ons.
The preferenceis that if it isrequired, it should be
in Part 35. However, we suggest that inplenmentation
of preceptor statenent occur in guidance space and
with the use of the frequently asked questions on the
NRC website to allow flexibility in addressing these
many i ssues.

And then in the next slide we tal k about
some of the transitional issues that have been brought
up in going to the revised Part 35. There are a few
i ssues of concern that |icensees and ot her nenbers of
the regul ated community have raised. One has to do
wi t h individuals currentlyintrainingprograns. They
have not had the opportunity to docunent their

trai ni ng experi ence because it was not a requirenent;
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yet these individuals in training need to have the
opportunity to docunent their traini ng and experi ence.

A possi bl e reconmendat i on for
consideration is maybe the training and experience
requi rement shoul d be applied to individuals who are
entering training prograns now, or after some specific
date in the year 2004.

The aut hori zed nedi cal physicist is a new
definition which did not exist previously. It’s cone
to our attention that sonme agreenent states do not
explicitly list physicists on the Iicense. In order
to assure that the current shortage of authorized
medi cal physicists is not nade worse, a nmechanismis
needed to ensure that not only an initial pool of
aut hori zed nedi cal physicists is not conprom sed, but
also to provide as a source of preceptors for new
aut hori zed nedi cal physicists.

Anot her transitionissueinvol ves nucl ear
medi ci ne aut horized users. Before Part 35 was
revised, 1-131 authorization was based on therapy
versus diagnostic applications, rather than the
activity threshol ds, which current regul ati ons fol | ow.

In other words, an authorized user --
users were authorized under Part 200 to use |-131 for

di agnostic inmaging and |ocalization studies which
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exceeded 30 mcrocuries. These were essentially
studi es for assessing thyroid cancer in patients that
were going to be treated, but did not exceed a few
mllicuries. Nowit requires that that physician need
the training and experience for therapy applications
requiring a witten directive, which is Section 392,
so sone nethod needs to be found so that authorized
users currently providing this study to patients are
permtted to continue.

Because the conment period has just
cl osed, additional issues may be raised before the
final rul emaking process. The ACMJ can provide
val uabl e assistance in this regard, and wll nake
itself avail abl e during the reviewand i npl ement ati on
of these changes. Again, on behalf of the committee,
we take the opportunity to provide conment on this
critical change. That’'s it.

CHAI RVAN CERQUEI RA:  Good. Jeff. Dick.
Sal ly, okay?

MR. LIETG The latter half is nore non-
controversi al .

CHAI RVAN CERQUEI RA:  Roger, do you want to
make a comment since you --

DR. BROSEUS: Excuse ne, because this is

really your part of the neeting, but | woul d observe
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that in ny view, that many of the points that Dr.
Lieto went over fall into -- they' re not new probl ens,
and many of themare not related specifically to the
changes for T&E for recognition of boards. Mny of
themare i npl enentation problens, and | think they' re
bei ng dealt with now. For exanple, nultiple preceptor
statements. | spoke with Pamwhen | saw your comment
about that, and that’s handled now. There are
exceptional cases where you need nore t han one person
to attest, I’'ll use that word today, to the
conpetency, sothat’s just an observation | have about
the content of many of your -- the character of many
of your comments from ny point of view

DR. EGAI: And | can attest to the
multiple preceptors. Right now for when | train a
cardiology fellow, | do their clinical experience
They get their basic di dacti c experi ence el sewhere, and
they submit to NRC two preceptor statenents, and none
of them have had trouble getting |icensed.

CHAI RMAN CERQUEI RA:  That's true. Dick.

DR. WLLI AMSON: Roger, if | may ask, how
do you handl e the situati on where a practice acquires
a gamma knife, and none of the physicians at this
facility are authorized users for gamm knife. \Wo

signs their preceptor statenent?
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DR. HOAE: W had gamma kni fe physici ans

in the past, and so there are gamma kni fe authori zed
users avail abl e.

DR. WLLI AMSON: Yes, but none of them
have been i nvol ved in the training of the individual,
so if Hospital X, which has three radiation
oncol ogi sts, none of whom are authorized for gamm
knife, gets a ganma knife -- if they go through the
one-week vendor-supported traini ng course, you know,
t hese ot her aut horized users across the country don’t
know these people from Adam Wio signs their
preceptor statenent?

DR. HOWE: | think we look at it as a
case- by-case, and you're getting to some of the issues
that we do with the emergi ng technol ogy where you're
in the beginning, so we have to give sone | eeway on
the very first people.

CHAI RVAN CERQUEI RA:  Rut h, do you want to
conment ?

M5. McBURNEY: The way we did in Texas and
probably sone of the other agreenent states is for
certain nodalities to have that person go to anot her
facility and observe about three cases, two to three
cases involving the use of that nodality, if it’s|like

HDR sonething |ike that. For some of the other
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emerging nodalities, if they ve been authorized for
sonething simlar inthat nodality, we will authorize
t hem

DR. WLLIAVMSON:. Well, | think you know
Ral ph’ s point can be reduced to the concern that we
want the rul e | anguage to be consi stent with the | evel
of flexibility that would allow the nedical director
of say this one-week training programwho presunably
is an AU for gamma knife, to be able to sign those
preceptor statenents.

M5. MBURNEY: Yes, and that’s what we
al | ow

CHAI RVAN CERQUEI RA: | would try to avoid
specifics, because if it’s authorized user or nedi cal
physicist, there’s going to be unique things. And|’'m
not sure it’s necessarily productive for the neeting
with the Comm ssioners to get into those specific
i mpl enent ati ons.

DR. WLLIAMSON: | think enough exanpl es
have to be given to indicate what the nature of the
problemis. Oherwise, it’s too abstract. | don’'t
t hi nk we need to argue each indivi dual case, but just
to give sonme exanpl es of what the probl ens m ght be |
think is a very useful strategy, since we're not

advocating a general solution at this tine.
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DR NAG Yes. | think we do have to

poi nt out sone of the probl ens that inplenmentation of
a straightforward statenent that the authorized user
be the one who is certifying that these are the
probl ens that you are going to create. And unl ess we
-- we have al ready been bl aned that we put forward a
rule not knowi ng the problens it’s going to create.
Here we know that these are the problens we are going
to create and that may al |l owthe Conmi ssioners to give
you the flexibility, that let’s not create these
probl ens.

CHAI RVAN CERQUEI RA:  Ral ph, go ahead.

MR LIETG | was just going to add that
| thought in reviewing the Mnutes, or | should say
the transcripts fromthe | ast coupl e of neetings, that
obviously it was recogni zed, we’ re not goi ng t o change
this preceptor requirenent. But | think that as we
| ook at its inplementation, alot of issues have been
rai sed by both this committee and ot hers, the newness
and the details of this is really going to affect
| i censees, the states and regi ons that have t o approve
users and nedi cal physicists and RSCs. And we need to
be prepared for that type of issue.

CHAI RVAN CERQUEI RA: Lynne, you have a

conment ?
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MS. FAI ROBENT: Yes. Dr. Cerqueira, |

just want to clarify for the record, you accredited
Bill Hendee with the American Col | ege of Radi ol ogy.
Dr. Hendee was actually speaking on behalf of the
Aneri can Board of Radiol ogy, ABR And | just wanted
to be sure that that was adequately reflected in the
transcript.

CHAl RVAN CERQUEI RA: You’'re correct.
Ckay. Al right. Tom

MR ESSIG May | suggest we nove on to
t he other --

CHAI RVAN CERQUEI RA: | was just going to
do that.

MR ESSIG If it helps, | could quickly
run through the slides that | have, because I'Il be
goi ng on before you. It’s just a single sheet of
paper. 1’1l pass it out. There are only six slides,
and | think there are some | eft over for the audi ence,
as well. And, of course, it’s captioned "The NRC
Met hod of Dose Reconstruction” but it’s specifically,
we're going to be tal king about the exposure that
occurred at St. Joseph Mercy Hospital. And |I’mjust
noting that we conducted a special inspection in
Oct ober of 2002, a femal e patient in July of that year

had been admi nistered 285 mllicuries of 1-131 for
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treatment of thyroid cancer. And that her patient,
during her stay in the hospital, her patient’s adult
daught er was observed to be frequently at her nother’s
beside. The first day no one was allowed in the room
and then after that the visitation restrictions were
rel axed and days two through four, or 50 percent of
the time days five and six, the daughter was in the
room essentially all but four hours based on
interviews with her. Then the patient died on July
7th, after being admtted on July 1st.

The inspection report docunented the
daughter may have received a total effective dose
equi valent of 15 rem The licensee did not collect a
bi oassay sanple from the daughter; thus, the total
effective dose equivalent explicitly assunes no
i nternal exposure. Approximtely 20 ot her nenbers of
t he public were exposed. O these, 10 received doses
bet ween 100 and 500 millirem and the remaining 10
recei ved |l ess than 100 mllirem

On May 7th, the second bullet on the
action slide here, the letter from Regional 111
Regi onal Admi nistrator inposed a civil penalty to the
| i censee of $6,000. The civil penalty consisted of
two parts; first, for |icensee activities which caused

menbers of the public to receive doses in excess of
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public dose limt of 100 mllirem per year. And
second, for the failure of thelicenseetoinvestigate
and i npl ement corrective action when it becanme known
that a relative of the patient was not follow ng the
|l i censee’s radiation safety practi ces.

And as far as other actions to date on
slide 3, the NRC in Decenber 2003 received a letter
fromthe President of the Soci ety of Nuclear Medicine
and the President of the American Col |l ege of Nucl ear
Physi cians which forwarded a critique of the dose
evaluation which was in the Region’s inspection
report.

The critique whi ch was aut hor ed by Doct ors
Carol Marcus and Jeffrey Siegel offered that the NRC s
dose eval uati on was as nuch a factor of 17 hi gher than
it should be. W have conducted a prelimnary
eval uation of that critique and have addressed the
five principal issues raised in it. And we will
finalize our evaluation once we receive the ACMJ's
Vi ews.

On slide 4, on January 12th, aletter from
Chairman Diaz to the presidents of SNMand ACNP not ed
that the ACMJI has been tasked to provide an
i ndependent analysis and recomendati ons, i f

appropri at e, regar di ng t he alternate dose
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reconstruction offered by the SNM and ACNP

The subconmittee was established within
the ACMUI on January 29th, 2004 to review the dose
eval uati on contained in the inspection report and t he
critique of it prepared by Doctors Marcus and Si egel .
The subcommi ttee was specifically requested to review
each aspect of dose evaluation, and offer a critique
--andthecritique offering alternative nmet hodol ogy,
and to determ ne whether or not it agrees with the
approaches and why.

And slide 5, we are expecting ACMIJ’s
report later this nmonth, but are sensitive to the
committee’'s need for additional discussions and the
time to assess the additional information. And we
plan to use the Region |Il assessnent, our own
eval uations, the ACMUJI report and f ormour concl usi ons
regarding the nerits of the SNMcritique, and will use
the results of this evaluation to inform future
eval uations of this type.

And lastly, a report will be prepared
detailing staff’s findings and conclusions for the
chairman’s signature which will be appended to the
final response letter to the Society of Nuclear
Medicine and the American College of Nuclear

Physicians. That’'s ny presentation. | ran throughit
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rat her quickly.

DR MLLER Tom based wupon our
di scussions yesterday, the conmments about we're
expecting the report later this nmonth, | thought we
agreed yesterday that it would take about four nore
weeks.

MR. ESSIG That’'s still later this nonth.

DR. MLLER Well, we’'reinto March. That
will get us into April.

MR ESSIG  Ckay.

DR. MLLER Maybe if you could just
nodi fy this conment slightly to say in about a nonth?

MR, ESSIG kay. W can do that. Sure.

DR MLLER Gve flexibility to it.

MR ESSIG  Sure.

DR. M LLER If that’s okay wth the
comm ttee.

MR. ESSIG No problem | was just going
on Jeff committed to have it within four weeks.

(Si mul t aneous speech.)

DR. WLLI AMSON: That depends on the staff
produci ng some data in a tinely fashion. |f we get
the data the day before the report is due, that wll
be problematic.

MR ESSIG | understand.

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

50
DR. WLLIAVSON: |'msaying, | was toldit

may not be sinple to obtain said data.

CHAI RVAN CERQUEI RA: | hate to play
nmusi cal chairs, but would it be nore appropriate to
have your presentation dovetailed into Leon s?
Because you're going to do your --

MR ESSIG  Yes.

CHAI RVAN CERQUEI RA: W' I | be at the table
at different tines.

MR ESSIG  Yes.

CHAI RVMAN CERQUEI RA:  The staff will give
its presentation the way the Comm ssion does it, and
you will |eave the Commi ssion table and then ACMJ
will go to the Conmission table and nake your
presentati on.

MR. ESSI G The Commi ssion has been
informed that this is the order that we’'re going to
go.

CHAIl RVAN CERQUEI RA:  And that can’t be
nodi fied? | nmean, just internms of -- | nean, you're
going to do your presentation --

MR. LIETG Leon and | switch order?

CHAI RVAN CERQUEI RA:  Pardon ne?

MR. LI ETO Coul d Leon and | switch order?

In other words, Leon go before ne.
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DR MLLER To keep the continuity.

CHAI RVAN CERQUEI RA:  Yes. Otherwi se, it’s
going to be disjointed.

DR. MLLER | think you can propose t hat
when you get to the table to keep the continuity. 1'm
sure the Conmm ssion will accommopdat e.

MR. ESSIG Yes. | think as part of your
openi ng remarks you can say --

DR. MLLER Well, actually you' re going
to-- I"mgoing to nake sonme initial opening remarks,
and 1" mgoing to talk about the fact that there wll
be two speakers from the staff today and 1’11
i ntroduce Pamto speak, and then Tomw ||l speak. At
that point intinme, Dr. Paperiello will say the staff
has conpleted its presentation. The Conm ssion will
ask questions of the staff. Wen that’s done, then
the staff will | eave the table, and ACMJ will go to
the table. Maybe, Dr. Cerqueira, in your opening
remar ks you might say to keep continuity we’d liketo
address those deconstruction issues first, and then
we’'d go into Ral ph’s presentation.

CHAI RVAN CERQUEI RA: Now in terms of
whoever is controlling the slides, we should get sone
i dea ahead of tine whether we can do that.

DR. MLLER Yes. They’'re usually
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controlled fromthe back room

MR ESSIG Yes, we control them SECY
does not offer that service, so Angela will be in the
slide --

CHAI RVAN CERQUEI RA:  Ther e you go, as | ong
as Angel a can do that.

MR. ESSIG | have to inform Angel a t hat
that’s what we’ll be doing though.

DR.  VETTER | have a philosophical
guestion for Tom

MR ESSIG  Yes.

DR. VETTER: In your fifth slide you ended
by saying "form conclusions regarding the nerits of
the SNMcritique." Wy don’t you concl udi ng regardi ng
t he current nmet hodol ogy for dose reconstruction that
t he NRC uses?

MR ESSIG W can certainly --

DR VETTER  You see the difference.

MR ESSIG Yes, | see --

DR. MLLER | think there’s an outgrowh
tothat. | think that’s where we want to ultimtely
get to. But what Tonis addressing is the tasking that
was specifically given by the Comm ssion.

MR, ESSIG And that’s why it was focused

on --
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DR VETTER Al right. | understand

t hen.

DR. MLLER | think a natural outgrowh
of that is to do exactly what you said.

MR. ESSIG Yes. And the issue woul d have
never arisen, nost likely, had we not received this
report, so that’'s why it has such a major focus.

CHAI RVAN CERQUEI RA: Al right. Dr.
Mal mud, do you want to go over your’s?

DR MALMJD: My presentation is rather
brief. 1’1l just introduce nmyself. |’ mLeon Ml nud,
a board certified nuclear physician and Dean Eneritus
of Tenpl e University School of Medicine, serving as a
representative of health care adm nistration on the
ACMUI . The chairman of the ACMJI, Dr. Cerqueira,
appointed a subcommittee consisting of a patient
advocate, a nedical physicist, radiopharnmacist, a
t herapy physicist and nyself as chair to review
material relating to radi ati on dose estimtes in the
St. Joseph Mercy Hospital incident.

Briefly, apatient with nmetastaticthyroid
cancer who was alsoinrenal failure was treated on an
in-patient basis with 285 mllicuries of 1-131. The
renal failure is relevant because in patients wth

i mpai red renal failure, the adm ni stered dose of 1-131
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is retained longer in the patient’s body than woul d
ot herwi se be the case.

The patient succunbed to her illness six
days following the I-131 treatnent. During that six
day period the patient’s daughter, whomwe are told
was gi ven radi ation protection guidelines inorder to
m nimze the radiation dose that she would receive
from exposure to her nother, chose to ignore the
gui delines so that she could be physically close to
her termnally ill nother. As a result of the
daught er’ s non- conpliance, she recei ved a hi gher than
al l owed radi ati on burden to herself.

The NRC s net hodol ogy for cal cul ating the
radi ati on burden to the daughter is being called into
guestion, not the fact that in this instance that the
radi ati on burden to the daughter, even in the best
case scenari o, exceeded the 100 milliremlimt for a
menber of the public per the guidelines.

W' re still in the process of collecting
data and questioning the assunptions presented. For
exanpl e, did the daughter sit by the patient’s bed for
12 hours a day for three days with her arns on the
bed, and then do so for 20 hours a day on days five
and si x? Wat was the real half-life of the I-131 in

the patient? How was it neasured? These are just a
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few questi ons.

I nthe absence of adequat e cont enpor aneous
records, what assunptions should be nade before
cal cul ating the radi ati on burden to t he daughter? How
shoul d a simlar situation be addressed in the future?
What gui del i nes woul d be hel pful to RSCs and | i censees
in addressing non-conpliance by public visitors?
Wul d nore tinely notification of the Regional Ofice
have been appropriate?

We hope to have a final report avail able
within four weeks for both the ACMJ and the NRC
Thank you.

CHAI RVAN CERQUEI RA:  Bri ef and sweet. Any
conment s?

MR. ESSIG | just had one. Dr. Ml nud
you said inpaired renal failure?

DR. MALMJUD: Inpaired renal function. |
think I said function.

MR ESSIG | thought | heard failure.

DR. MALMUD: | read it incorrectly, but I
wrote function.

DR, W LLI AMSON: You did say inpaired
renal failure.

DR. MALMUD: Did I? Al right. Thank

you.

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

56
MR ESSIG | was listening.

DR. MALMUD: And | wasn’t reading nmy own
writing.

CHAI RVAN CERQUEI RA:  Sal ly.

M5. SCHWARZ: | just wanted to ask one
guestion that really doesn’'t have to do with your
presentation at the nmonent, but for the subcommittee
-- the article that was witten by Marcus and Si egel .
| don’t believe that we ever received the full actual
calculations that they perforned. W just received
the first several sheets as part of the commttee,
ki nd of a summary of the work. 1Is there a way that as
part of what was faxed to the commttee nenbers,
subconmittee nmenbers, we could get the actual
cal cul ati ons so we could review those too?

MR ESSIG W wll certainly give you
what we have, which is about a 12, 16-page -- |I'm
sorry. |It’s 17 pages.

M5. SCHWARZ: That woul d be good, because
we didn't receive that.

MR, ESSIG OCh, you didn’t receive that.

Sonet hi ng happened in the --

DR.  MALMUD: What happened -- you're
correct. | didn't realize that you hadn’t received it
either. | had received an abbrevi ated copy, and then
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| did receive the full copy. So you didn't receive
the full copy, perhaps -- | have a full copy here.

MR ESSIG W can take care of that.

DR MALMJD: W can take care of that
ri ght now.

MR ESSIG | didn't realize that.

DR W LLI AMSON: | think | have a ful
copy but there weren’t detailed calculations inthere
particul arly.

DR MLLER W don’t have those either.

DR W LLI AVSON: No. | mean, | don't
think there are any detail ed cal cul ati ons by anybody.

MR. ESSIG Not from Marcus and Si egel

DR. WLLIAMSON: There is the inspection
report, and it’ s addenda that the Regi on prepared, nd
then thereis the manuscript as submtted and revi ewed
by Dick, the journal part of Dr. Marcus’ --

M5. SCHWARZ: And t he manuscri pt does have
t he detail ed cal cul ation.

DR. WLLIAMSON: No, it doesn't -- it as
a critique and statements that it’'s off by this or
that. Some of which, you know, are not exactly true.

M5. SCHWARZ: The assunptions that they
made were part of the --

DR. NAG  The assunptions nmade were in
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t here.

DR. WLLIAMSON: The fact is nobody has
the basis for a critique because we haven't seen any
data, nor have they.

DR. MALMUD: Did the other menbers of the
conmittee al so not receive the full article whichis
17 pages?

DR EGGEIl: | did not.

CHAI RVMAN CERQUEI RA: | think it’s really
i mportant for the subcomm ttee to define the materi al
that they need to make a full evaluation, and we
shoul d make certain that all of the, certainly the
subcommi ttee nenbers. Did the rest of the ACMJ w sh
toreceive copies, aswell? | don't think there s any
-- | certainly don't. | think the subcommttee --
Tom | think it’s inmportant to get it out, conplete
records of everything that you have that they need.

MR,  ESSI G What | would suggest is
shortly after everyone returns totheir office, we'll
schedul e a conference call with the subcomm ttee, and
you can voi ce whatever needs you have, and we'll --

CHAI RVAN CERQUEIRA: | think it would be
best to define the material that they need and get it
out to themas soon as possible. And then set up the

conference calls. But, you know, the fact that somne
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of the conmttee got part of the material and others
didn't, the subcommittee, | thinkis a problem Jeff.

DR. WLLIAMSON: | think there's an issue
with claimng we're going to be done in four weeks,
because obvi ously, we’re going to be neeting you know,
without -- we're going to be having unnoticed
nmeetings, and the subconmttee will fornulate its
recommendat i ons. But ny under st andi ng of t he Sunshi ne
Law requirenments are, is that this report has to be
deliberated in public by the full commttee before
this report can be submtted to the staff.

CHAI RVAN CERQUEI RA:  That’s right.

DR W LLI AMSON: So I think that it’'s
optimstic to say that’'s going to be done in four
weeks.

MR. ESSIG That will be done by a noticed
phone call, conference call. | nmean, we’'re not
proposing getting the full commttee together to
del i berate on the report.

CHAI RVAN CERQUEIRA: |If you're to get it
to the comm ssioners in four weeks, then we shoul d set
that up now. QO herwise, it’s not going to happen.

DR, W LLI AMSON: | think it’s kind of
optimstic to think we’re going to have all these --

that’s my worry, because we do have to have a noticed

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

60
nmeet i ng.

MR. LIETO Can | have a clarification?
I’mtrying to understand which topic we’'re talking
about with this four-week period. | thought there
were two tasks, two short-term tasks of the
subconmittee. The one was goi ng to be t he cal cul ati on
reassessment and critique whichis goingto be donein
four weeks. The second one that Dr. Milnmud is
referring toin his presentation, that was going to be
passed too, and | didn't - - are we saying that we're
going to have both of themdone in a nonth? | nean,
that’s what it sounds like to me, and |’ m thinking
that maybe the one that Dr. Malnud is referring to
m ght take a little bit |onger.

DR. MALMUD: Excuse ne. By the second
task, do you nean how we should deal with this issue
in the future?

MR LIETO Right.

DR. MALMUD: That really | don't think is
a mgjor task, in that these are recommendati ons whi ch
woul d just be helpful to RSCs in general. | think
that the current guidelines probably gi ve us adequate
means of dealing with this. But it would still be
very hel pful to the RSOs and to the |icensees to know

specifically what do we do in situations such as this,
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when a nenber of the public in atragic situation such
as this, refuses to cooperate. This is not a
stranger. This is a --

DR. WLLI AMSON: Well, that’ s not the only
issue. | think the issue is how to manage patients
whose fam |y nenbers request exenption fromthe 100 or
500 MR Iimt for conpassionate rationale.

DR. MALMUD: You’re correct.

DR, WLLI AMSON: Not just those who
di sobey the instructions of the -- so | think you' re
maki ng - -

CHAI RVAN CERQUEI RA: W' re going to need
to go upstairs to be on time for the Comm ssion
briefing. But before we | eave, we need to nmake sure
that the charge to the subconmtteeis clearly witten
and distributedto all the conmttee nmenbers. And t hat
shoul d be done by the end of this week.

You know, Charles, we have to give sone
i dea of when we’re going to have this to them And,
obviously, that’s of concern to you -- what are we
going to way, four weeks?

DR. MLLER | think for the purposes of
the Commi ssion neeting it’'s safest to say that the
subcommittee will try to conplete its activities in

four weeks, an we will convene a conference call of
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the full conmittee as soon as possible thereafter.

CHAI RVAN CERQUEI RA:  Yes. | think that’s
t he ri ght | anguage, because when we reconvene agai n we
need to set these tinelines.

DR. WLLI AMSON: And t hen, you know, we’ ||
set these tinelines at the neeting this afternoon to
go forward. | don’t want to box you into four weeks,
because if we give the Comm ssion a finite tineline,
Conm ssioner MGaffigan will push to get it done
especially in that tineline.

DR, MALMUD: So I'll change ny I ast
sentence to say that we hope to have a final report of
t he subconmi ttee avail abl e i n four weeks for revi ew by
t he ACMUI .

CHAl RVAN CERQUEI RA:  Yes.

(Whereupon, the proceedings in the
above-entitl ed matter went off the record at 9: 18 a. m
and went back on the record at 12:49 p.m)

CHAI RVAN CERQUEI RA: The transcription
service is now avail able, so if people would like to
get started we can.

And a coupl e of people have asked ne to
maybe add a coupl e of things sort of imedi ately when
we're getting started and one is the -- | guess we

really need Tom and Trish here. The whole issue of
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the i nventory and t he process and what’ s been goi ng on
and what the ACMJl can do to help. Maybe we’'ll wait
for Tomto come back.

The other thing that Ral ph asked that
perhaps we do is to just sort of reviewthe charges,
if any, that were put to the Conmttee by the
Conmi ssi oners.

DR M LLER: M. Chairman, if | can, |
want to caution all of us. We heard what the
Comm ssioners said at the table today. Now what
they' Il go back and do fromthe nmeeting is they wll
deliberate on what they call a Staff Requirenments
Menorandum That’s the official guidance that we' Il
get. So to jump from anything that they said
verbally, | think you can anticipate sone of the
t hi ngs that may be com ng, but the junp fromanyt hi ng
that they said verbally we have to be cautious on.

They’ || deli berate howthey want to direct
t he gui dance to be done and sonetinmes that takes two
or three iterations of discussions anobngst the
Comm ssion offices to make that happen. W did hear
from sonme of the Comm ssioners verbally on their
Vi ews.

W have to do the bidding of the whole

Conmi ssion once they make up their m nd. So what
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we' |l do is as soon as we get the SRM that will give

us the gui dance of what we have to charge ACMUJl with

doi ng.
CHAI RVAN CERQUEI RA:  Ral ph, is that --
MR, LI ETO | don’t have any objection
with that. | just thought that there were a coupl e of
things that, |ike for exanple, regarding the seal ed

source information that Conm ssioner McGaffigan very
politely, but sternly, encouraged us to get those
i nventories in, so to speak.

CHAl RVAN CERQUEI RA:  Yes.

MR. LIETG And | was thinking that maybe
we m ght want to go back to vari ous organi zati ons t hat
m ght be affected by this, so that their nmenbership,
if they' re contacted, you know, this is what you need
to do and maybe just to get the word out there so that
peopl e start something along that |ine.

CHAl RVAN CERQUEI RA:  Sur e.

MR. LI ETG The ot her thing was about the
i mpl enentation of Part 35 this norning. | have sone
| guess this going to be a surprise, | have sone
strong opi ni ons about certain things, that | think --
just want to kind of put out on the table. | don’t
know if we're going to go anywhere with it, but I

think it woul d have been hel pful if we had sone i nput
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on -- not input, but some advance notice on what was
bei ng presented. Because | think there’ s reasons why
sone of that stuff is currently out there.

And | think some of the guidance that NRC
is giving us, | personally have sone reservations.
Those are the kind of things that | thought maybe
m ght be good to ki ck around and discuss alittle bit.

CHAI RVAN CERQUEI RA: So do you want to
initiate that?

DR. MLLER | think that’s reasonable to
have a di scussion. | amjust cautioning everyone with
regard to the official capacity of what the Commttee
woul d do at the Comm ssion’s direction.

MR, LIETG | guess just to start off on
the first issue having to dowith the seal ed source in
the | AEA charge, if you will, to the NRC, is that
there’s this -- | won’t say necessarily a rel uctance,
but maybe | ack of due diligence in responding to the
NRC inquiry for their inventories that | agree the
poi nt that Dick nade earlier that getting an e-nai
fromsonmebody i s not -- that doesn’t have some ki nd of
official inprimtur kind of bothers us all.

In fact, this is the second tinme it’'s
happened to ne. And so | nyself will also admt that

| didn't respond either. And it’s not a very sinple
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i nventory to respond to either, request.

But be that as it may, | think that we can
have sort of the -- maybe if Trish or Tomcan hel p us
with sort of -- if you have questions who to go to
type of a thing. There are various |istservers that
we coul d put this out on that businesses interact with
as well as -- | think mainly it’s going to affect the
t herapy end of the conmunity because that’ s where the
high activity sources |ie and maybe going to
representatives of those organizations to say if
you’ ve been contacted and you have not responded, you
need to dothis. It’s inmportant that you foll owup on
this. And have the societies also, the professiona
soci eti es encourage the individual |icenseesthat they
need to conplete this inquiry.

CHAI RVAN CERQUEI RA: Can | ask you a
coupl e of questions, maybe both you and Di ck? Did you
receive the official letter from NRC?

DR VETTER  No.

CHAl RVAN CERQUEI RA:  No.

DR. VETTER: | don’t renenber receiving a
letter. Just a cold e-mmil.

DR. MLLER That’s the first step of the
problem if that was an oversight or if it ended up

some place else in the organi zati on and never got to
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you.

MR. LIETG | don’t recollect one. 1’11l
be honest.

DR. M LLER The second issue is then how
tofollowup onthat with regard to the coll ection of
the information. There are -- we do have staff
contacts that can help you in that regard, probably
I’ mthinking Merri Horn woul d probably be -- | don’t
know i f you know Merri Horn, but we can certainly get
you the contact. She works in my Rul emaki ng Branch.

DR VETTER  Through an exchange of e-
mails | did hear from her.

MR, LIETO Lots of tines people get --
you get asked for the information and so forth and |
think there’s some real underlying inportance
attached, obviously.

DR. MLLER  Absolutely.

MR LIETO Andif -- not to say whenever
you get asked by -- asked something fromthe NRCit’s
not inportant, but informational itenms may not be a
high priority in relationship to other daily
activities.

DR. MLLER Tom you're trying to secure
copies of theletter, so at least all of the Conmttee

nmenbers have the letter.
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MR  ESSI G There were a nunber of

attachments and copies are --

MR, LI ETO And we could maybe use --
sending something to the various -- professional
newsl etters and ask themto print sonmething to the
effect of this and if you got questions where to go,
just to kind of nmaybe get sone of those blanks filled
in.

CHAI RVAN CERQUEI RA: | guess for the staff
we identified as a fact that even though you nay have
put together a procedure in place, the end users have
not gotten in a very systematic way --

DR. MLLER Well, | don’t knowif that’s
true or not.

MR ESSIG Wll, at |east data points.

DR MLLER Yes, two data points that
said you two personally didn't see it and what 1’'d
have to go back and check is who was the addressee of
the letter to each of your licensees or was there an
oversight and you didn't get it.

CHAI RVAN CERQUEI RA:  Di ck?

DR. VETTER | would not suggest it was
not systematic. |’massum ng that alot of peopl e got
this e-mail. But | don’t know. Maybe there was a
| etter of sone sort as well. | don’t know about that.
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|’ mnot suggestingit’s not systematic. Wat | object
to was, what | objected to was the fact that | was
bei ng asked to share ny inventory with a contractor
who was wor ki ng on behal f of the NRC

That was all explained to nme very, very
clearly and politely. But when |I read down, okay, |
asked where was this going and they saidit’s strictly
voluntary and it’s going to be shared with the
foll owi ng and obvi ously the contractor, but when you
read down further, there are numerous f ederal agencies
who wi || have access to the data.

| ama little worried about the potenti al
openness of this. Here | am supposed to be taking
action to prevent sonmeone fromcom ng i n and stealing
our radioactive inventory --

DR. MLLER And nowyou're e-mailing it
out to everybody.

DR VETTER I|I'me-mailing it out.

DR. MLLER | was not aware that that was
going on. | had just assuned that the way the data

was being coll ected was people were --

DR. VETTER: And l’"m certainly
exagger at i ng. I’m not saying it'’s e-mailed to
ever ybody. I’m just worried about the nunber of

agenci es who wi Il have access to it and the nunber of
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peopl e within those agencies that have access to it.
| haven’'t been reassured about the
saf eguardi ng of this data.

DR MLLER That’'s a fair coment.

CHAI RVAN CERQUEI RA:  What’' s t he wi shes of
the Conmittee now? W' ve identifiedthat there my be
some i ssues and | apol ogi ze for nmy broad statenent.

MR LIETC | guess 1’1l just nake a
reconmendati on and naybe we can go fromthere, would
be that ask NRC Staff to give us information on who
| i censees can contact as a verifying source if they
have concerns about conpl eting these i nventories. And
secondly, tourgelicenseestorespondtothisinquiry
if they have not already done so.

DR. M LLER Merri Hornis the NRC project
manager for this effort.

MR. LIETO |’ mlooking, likel said, just
sort of an informational broadcast versus sone of the
listservers and physics |istservers and Society

listservers and newsl etters type of thing. GCet the

word out .

CHAI RVAN CERQUEI RA:  Di ck?

DR VETTER Personal ly, Ralph, 1’11l
di sagree with that. | would rather not go public, but

rather that | get another e-mail of sone sort directed
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tonme and to you and all those who are requested to do
the e-mai |, reassuring us of sonme things, rather than
tell the whole world that we’ re supposed to do this.
Now t he whole world knows we're doing it.

CHAI RVAN CERQUEI RA:  Rut h?

M5. M:cBURNEY: In Texas, we have --
t here’ s been another followup fromNRCwith alist of
our |licensees that have not responded and we took the
initiative to contact all of themand have reassured
themthat thisis information that is being collected
for this database and t hat’ s what t he agreenent states
are doing i s sendi ng out another contact to all those
| i censees. Now whether NRC is going to do that, |
don’ t know.

CHAI RVAN CERQUEI RA:  Does the Committee
want any further action on this or just sort of an
information itemfor staff?

DR. VETTER: | guess | think the Staff
just need to be aware of what our concerns are and to

per haps act accordingly.

MR. LIETG | have no problemw th that.
CHAI RVAN  CERQUEI RA: That’ s been
regi stered. Al right. 1 think we should go back to

t he agenda.

Several nenbers have identified the fact
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that they have early flights and have to be out of
here by 3 o'clock so in order to -- and Dr. Nag,
unfortunately had to | eave early already, so | think
it will be inportant to try to get through sone of
these issues in a tinmely fashion.

The first item is proposed changes to
abnormal occurrence criteria and Angela WIIlianson
wi || be doing the presentation.

Angel a, are you going to need the full
hour, do you think?

M5. WLLIAVMSON. No. | shouldn’t. It
depends on how many questions you have.

CHAI RVAN CERQUEI RA:  Ckay.

M5. WLLIAMSON: Ckay, |I’'Il make this very
qui ck --

CHAI RVAN CERQUEI RA:  No, you don’t haveto
make it quick, but we should get to the points and
provide the information you need.

M5. WLLIAMSON: | want to start out by
sayi ng that | probably shoul d have named t hi s, instead
of proposed changes to abnormal occurrence criteria
whi ch sort of suggests that this is a definite thing
that we’re | ooking to do, |I shoul d have probably nade
it nore clear that this is not -- changes to the AO

criteriais not wwthin the realmor the authority of
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my particular office, Nuclear Materials Safety and
Saf eguar ds. It’s actually within the realm of the
O fice of Research.

So what |’'m about to discuss with you
today | should probably call it prelimnary proposed
changes because actually the Ofice of Research, they
own the AOcriteria and it’s possible that there will
be no changes. So | just want to nake that very cl ear
to everyone that we want your input, but for reasons
t hat may not be clear to ne or anyone in NMSS, it just
may not go forward.

DR. M LLER | guess if | could just
augnent what Angela is saying. | think what woul d be
val uabl e to us and NMSS is these are sonme views that
devel oped at NMSS, so it would be hel pful if we could
get the Conmittee through dial ogue to either support
it, recormend nodificationto it, including don’t go
forward with it or whatever, so that we can conti nue
todialoguewiththe Ofice of Researchwithregardto
what the appropri ate reconmrendati on woul d be, if any,
for a change.

M5, WLLI AVSON: Ckay, | want to very
qui ckly define abnormal occurrence. An abnor nmal
occurrence, as you can see on the screen is an

unschedul ed i nci dent or event whi ch t he NRC det er nmi nes

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

74

to be significant fromthe standpoi nt of public health
and safety.

And there are several different types of
ACs. The | ess comon types, what | nean by that term
is that the types that we don’t see occurring as often
anongst |icensees are those involving rel eases to the
environment, involving theft or diversion, or
involving the design or construction of |I|icense
facilities. And as you m ght guess, the nore conmmon
types of AGs involve over-exposures and nedical
events.

Now if this transpires, this proposed
change goes forward, what | have here in the red text
shows you what we plan to add to the nmedi cal event AO
criteria. Wat we're saying here is that we want the
consideration that a dose to those organs, those
organs, the |l ens of the eyes, the gonads, so on and so
forth, but we want to add or to tissue which results
i n permanent functional damage. The reason why we're
consi dering addi ng that | anguage to t he nmedi cal event
AO criteria is that it would be a way for us to
definitively capture events involving intravascul ar
br achyt her apy.

However, we don’'t want to catch every

event involving intravascular brachytherapy so by
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adding the |anguage or to tissue which results in
per manent functional damage, that woul d excl ude t hose
| VB events in which the tissue just got alittle --
just got over-exposed, but there was no pernanent
damage done to the tissue.

DR. WLLI AMSON: Can you go back to that
slide? Two comments. One, | think it would be
hel pful if you outlined for the group what the purpose
of AOis an dhow it is used in your congressional
reporting. |’mnot sure that everybody here has been
i nvol ved i n the di scussi on of the AOprovi sion before.

Secondly, go ahead, |I’m sorry.

M5. WLLI AMSON: Ckay.

DR. WLLIAMSON: Then I'1l ask ny other
guesti on.

M5. WLLI AMSON: Ckay, we are required to
report certainevents to Congress and t hese events are
defined as abnormal occurrence events and so what we
have to do is we have to -- every year we have to
capture those events that neet t he abnornmal occurrence
criteria definition and we assenble a report for
Congress and we forward it to them The report |
believe is called NUREG 1100 if nenory serves ne
correctly. And as far as | know, it’s for their

information. | don’t knowthat they do anything nore
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with it than just be informed by it.

Dr. MIller, you mght want to correct ne
i f I have an i ncorrect understandi ng of that, but they
do want to know about these things.

| supposeit’s always possible for themto
come back to us and ask us questions about those
t hings, but | cannot speak to what is routinely done
with this information.

DR. M LLER Just sothat we're all clear
t he abnormal occurrence report to Congress covers all
of NRCs regulated activities for reactors to
materials. So over the course of many years if we go
back to Three MIle Island and Chernobyl and things
li ke that, the Congress is always interested in the
state of affairs inwhat 1’1l call the nuclear arena.
So that abnormal occurrence report is something that
Congress has asked for over tine.

Dependi ng upon what happens in any given
year and what the nature of Congress is, sonetines we
get feedback, sonmetinmes we don’t.

DR. WLLIAMSON: Okay, now my technica
guestion. It is not clear fromthis what you want to
i nclude and exclude. | think | hear you saying that
you want to exclude events which nay give 10 gray to

sonme tissue in intravascul ar brachytherapy due to an
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equi prent mal functi on or sonet hi ng, as we di scussed in
the last neeting, but not unless it results in
per manent functional damage to the tissue. |s that
correct? You want to not report 10 gray events unl ess
t hey have a functional danmage to the tissue?

M5. WLLI AMSON: No. There’s an "or"

t here.

DR, WLLI AMSON:  Yes, | see.

M5. WLLIAVBON: It’s "or". So what we're
saying is the rest of it still applies, but in

addition, would be inclusion of any event in which
t here’ s permanent functi onal damage to ti ssue because
you see there can be 10 gray to a person’s finger, but
that’s not going to result in pernmanent functiona
damage, obvi ously.

But if there’s 10 gray to tissue which
causes permanent functional damage, there really
narrows down that type of event, what kind of event
woul d that happen in which that m ght occur, an |VB.

DR, WLLIAMSON: |'mstill confused. The
way it’s witten just in the black which | assune is
the current rule is that any event which gives a 10
gray to any tissue or organ is automatically going to
be reported as an AQ isn't it?

M5. WLLI AMSON:  No.
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DR. WLLIAMSON: No? It says there "is

equal to or greater than 1 gray to a maj or portion of
t he bone marrow, dah, dah, dah, or equal to or greater
than 10 gray to any ot her organ.

MS. WLLIAVSON: O gan.

DR. W LLI AMSON: Ckay, so the distinction
rests in your mnd on what is a tissue versus an
or gan.

M5. WLLI AMSON: Exactly.

DR. WLLI AMSON: So you don’t consi der the
epitheliumof a blood vessel to be an organ?

M5. WLLI AMSON: Exactly.

CHAl RVAN CERQUEI RA:  Doug?

DR. EGELI: So Angela, you're saying if
permanent injury results at a dose of less than the
1000 rad dose then that’s reported in addition to any
dose over and above?

M5. WLLIAMSON: No, that’s not what |I'm
sayi ng.

M5. McBURNEY: The 10 gray still goes --

M5. WLLIAMSON:. Exactly. The 10 gray,
the criteria above what you see in red has nothing to
do with permanent functional damage. That’ s j ust
strictly the reporting of that dose to that type of

or gan.
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DR,  EGGEI: But if any dose causes

per manent functional damage it’s reportable?

M5. McBURNEY: No. Above 10 gray.

DR. WLLIAMSON: It’s got to be above 10
gray.

CHAI RVAN CERQUEI RA:  Ral ph?

MR. LIETO | think the fix to this would
put inthere after your first red or put a parentheses
3 and then just say equal to or greater than 10 gray
to tissue which results in blah, blah, blah which
sounds |i ke what you want.

DR. W LLI AMSON: What '’ s your definition of
organ?

M5. WLLIAMSON: Organ is not defined in
Part 20.

DR. EGGE.l: | have anot her question on the
A part. Do you really nean there "uni ntended dose to
t he bone marrow'? What about an intended or pl anned
dose to the bone marrow?

M5. WLLIAVSON: Well, if it’s planned, if
it’s therapeutic, that’s different. W’re talKking
about doses that people receive that they shoul dn't
have received. Wen those doses are at those limts
are greater, then they would neet the AO criteria.

DR. W LLI AMSON: See, it has to be a
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medi cal event or m sadm nistration already, so that
nmeans there has to be some conponent of rogue
del i very.

M5. W LLI AMSON: Exactly. Appendi x A,
criterion 4 for nedical |icensees states that a
medi cal m sadm nistration or a nedical event that --
sothis is nerely beyond being just a nedical event or
amsadm nistration. If you' rein an agreenent state,
it’s a little bit nmore than that. It’s a dose
threshold that includes a nedical event or
m sadm ni strati on.

DR. WLLIAMSON: So a treatment with a
| eaki ng source that gave a correct dose of 10 gray to
the tunmor would be an AO even though the dose is
correctly --

M5, W LLI AMSON: No, no, no. If you
prescribe a dose, that’s different.

DR WLLIAMSON: Well, I'mjust reading
your definition. See, a correct treatnent given with
a leaking source as | wunderstand a nedical event
because it was given with a |eaking source, it's a
medi cal event independent of whether there was any
dose delivery error or not. So as | would read this
acorrectly given treatnent, given with an incidently

| eaki ng source woul d both be a medi cal event and al so
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an abnormal occurrence just because both paragraph A
-- so, | think Dr. Eggli’s point has sonme nerit still.

There are cl asses of m sadm nistration or
medi cal event that you m ght not want to report here
that seem to satisfy this definition. | guess |
consi der that an incidental comrent.

CHAl RVAN CERQUEI RA:  Leon?

DR. MALMJUD: Jeff, are you reconmendi ng
sonme changes in the words as they are on this graph,
on this --

DR, WLLI AMSON: Wll, that sort of
depends on the way this is interpreted and handl ed at
the |l evel of guidance and inpl enentation.

|”mjust pointing out that the way AOis
now defined it actually could include alarge cl ass of
events that weren’'t intended. Like if you treated a
prostate brachytherapy patient with 75 seeds, one of
t hemhappened t o crack open in the procedure and | eak,
that would be a nedical event if you detected that
because you treat the patient at the |eaking source
and because you gave 140 gray correctly or incorrectly
it doesn’'t matter to the prostate which is sone organ.
This would satisfy that definition. That's all I'm
sayi ng, an observation |’ m maki ng.

CHAI RVAN CERQUEI RA: Di ck, help us out
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her e.

DR, VETTER  Just to clarify, first of
all, the only thing newis what’'s in red. Is that
correct?

M5. WLLIAMSON: That's correct.

DR. VETTER. And is the intention for the
10 gray to apply to that tissue?

MS. W LLI AMSON:  Yes.

DR. VETTER: Then how about if you renove

the comma and the word "to", "to any other organ or
ti ssue whichresults in permanent functional damage",
is that your intention?

M5.  McBURNEY: Then the permanent
functi onal damage woul d al so apply to organ, as wel |,
if you did that.

CHAI RVAN CERQUEI RA:  So Ruth, how woul d
you change it to nake it --

DR. VETTER. Then the first suggestion
where we --

M5. McBURNEY: | |ike the suggestion of as
a 3, tonake it clearer, equal to or greater than 10
gray to tissue which results in permanent functiona

damage.

CHAI RVAN CERQUEI RA:  Ral ph, woul d t hat fi x

it?
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MR. LI ETO It was ny suggestion, of

cour se.
(Laughter.)
M5. SCHWARZ: | have a question. |s that
uni nt ended dose?
CHAI RVAN CERQUEI RA:  That’ s uni nt ended.
DR. W LLI AMSON: Not necessarily, if it’s
a leaking source, it could be the intended dose

That’ s ny point.

DR, SULEI MAN: I"d like to clarify
sonet hi ng.

CHAl RVAN CERQUEI RA:  Sur e.

DR.  SULEI MAN: The term "organ" and
"tissue", | was waiting for it to reappear, but the
terms are used synonynmously. | mean you have dose

nodels and | think the way it’s worded here it sounds
like it’s an either or and | think naybe to any ot her
organ or tissue would probably be -- if you just put
organ or organ and tissue would probably be nore
meani ngf ul .

DR. WLLIAVSON: | think it woul d be good
i f our medical experts here could define for us what
tissue and organ means because it does seem an
i nconsi st ency. I would think that all organs are

ti ssues, but perhaps not all tissues are organs.
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DR. MALMJUD: The | argest organ i n t he body

is the skin. And the expression of the term"tissue"
seens to be applying to aregion of that organ, rather
than the organ in toto. And it is quite possible to
give quite a significant dose to a portion of that
organ whi ch i s quite damagi ng, yet the majority of the
organ is not affected.

So tissue fromny understanding of it and
we can pull out a copy of Dorland’s if we wish to
confirmit, but can be any collection of cells from
any organ. But an organ has a definite definition and
the largest organ in the body is the skin.

So | think that it is the skin, in
particular, which is generating this issue for us
because clearly it seens that the intent was to deal
with a portion of that organ rather than the organ in
toto. AmI| correct?

M5. WLLI AMSON: Yes, exactly. W have
the dose limts for organs which is in black. So what
we're trying to do is narrow down the tissue issue.

DR. WLLI AMSON:. Wuld it be nore hel pful
if you said "part of an organ receiving at |east 10
gray which results in permanent functional danmage"?

M5. WLLIAMSON: What we're trying to do

is capture IBV events in which there' s pernmanent
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functional danage.

DR. W LLI AMSON: And you don’t think
they’' re captured now because when a 10 gray nedi cal
event occurs it only occurs to a fraction of the
epithelial lining of the blood vessels so therefore
you view it as not an AQO?

M5. WLLIAMSON: It can be argued either
way. If inan |VB event 10 gray or a 1000 rads occurs
or greater occurs outside of the intended treatnent
site, it can be argued that that’s an AQ

What we're trying to dois not forward 12
AGCs to Congress in a year.

DR WLLI AMSON: | understand.

M5. W LLI AMSON: But what we want to dois
narrowthat definitionsothat just certain|VBevents
are captured and what makes the nbst sense to us at
this point is just to only forward those in which
there’ s pernmanent danage inadvertently done to the
patient.

DR. WLLIAMSON: What is confusing ne, |
guess, is in your mnds, the m nds of the staff, what
is the difference between tissue and organ and |’ ve
heard two possi bl e things. | nean one m ght consider
organs as discrete anatom c structures that are

covered with epithelial linings or sonething and
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tissue is |ike connective tissue that’s not itself an
organ. That’s one possibleinterpretation. The other
i nterpretation has been rai sed by maybe our Vi ce Chair
and he suggest ed naybe your concern is partial versus
whol e organ irradiation.

So |I'm unconfortable because the
term nology and intent isn’'t very clear.

M5. WLLI AMSON: The short answer to that
is that they can, to sone extent, can be a bit
i nt erchangeabl e because organ i s not formal |y defi ned
in Part 20.

DR WLLI AMSON: But organ, |’ msure your
QJC woul d say then that the definition of the word
woul d revert to ordi nary anatom c or nmedi cal uses. So
just because it’s not defined in Part 20 doesn’t nean
you have |icense to use the words anyway you want.

M5. W LLI AMSON: Vell, we do have the
option to consider |IVB events in which an uni ntended
portion of the vessel was irradiated at 1000 rads or
greater. W have the option right now to consider
t hose AGCs.

So what we’'re trying to do is find a way
to not consider those AGs in the short term Now we
can always go back -- | can’t say we can always go

back. We can consider formally defining organ in Part
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20 which --

DR WLLIAMSON: That’'s a |ot of work.

M5. WLLI AMSON: But inthe neantime, just
for the purpose of taking care of this AOcriteria, we
can --

DR. WLLIAMSON: | know. |'mnot trying
to be -- attack your intention. |’mjust saying what
| hear isn’t maki ng sense and holding up to critical
i nspection and it seenms to ne it l|eaves a big
anbi guity what phrases conditions 2 and 3 nean unl ess
it’s spelled out alittle nore. And so that’s why I'm
aski ng you what exactly do you nean by organ versus
tissue and do you -- if you mean partial irradiation
of an organ, then you should say partial irradiation
of an organ or portion of an organ that results in
per manent functional damage, if that’s the issue,.

CHAI RVAN CERQUEI RA:  Sal I y?

M5. SCHWARZ: That’'s what | was going to
say, why not say or to a portion of an organ or part
of an organ which results in permanent functiona
damage to the tissue, just change that.

CHAI RVAN CERQUEI RA: Dr. Malnud |ikes
t hat .

DR. MALMUD: | like that because it still

uses the word organ, appropriately and refers to the
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portion of the organ as tissue which is also correct.
Does that capture the spirit of what was intended
t hough, Angel a?

M5. WLLIAVMSON: It’s aslightlydifferent
answer than | expected, but --

(Laughter.)

| f you have a formal recommendati on, then
| would --

DR. WLLIAMSON: Can | ask a question to
Dr. Malnmud first?

CHAI RVAN CERQUEI RA: o ahead.

DR. W LLI AMSON: Does every col |l ection of
cells in the body belongs to an organ or are there
col l ections of cells inthe body that do not belong to
organs?

DR. MALMUD: Well, the circulating bl ood
cells are generally not referred to as an organ,
meani ng t he contents of our bl ood vessels. So | guess
in that instance the answer is no. Every collection
of cells is not necessarily --

DR WLLI AMSON: But all other ones
besi des the circulating blood cells --

MR LIETO Let nme clarify. | actually
publ i shed sonme stuff that refers to tissue and/or

organs and |I'm going to quote from the |ICRP
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Publ i cati on 8. | just happen to have it with ne,
okay?

(Laughter.)

"’ mjust going to quote one sentence.
don't think we need to get into it. | think organ
doses are defined historically for nuclear medicine
dosinetry cal cul ati on and I think hear we’'re tal king
about dose to a certain part of normal tissue. I
didn'"t want to use the word tissue but it may
transcend several organs. | nean it’s not |imted.
But to avoid confusion the expression "other organs
and ti ssues has been used in the Tabl es of Biokinetic
Dat a. " Because the term is used inconsistently,
ti ssue, doses. I think it may have entered the
literature when we were tal king about mammography
doses where the breast consists of adipose and
gl andul ar tissues andit’s the gl andular tissuethat’s
at risk. So the real academc said it’s really
critical tissue within that organ

But | think for this discussion, | think
-- you don’t want to average the dose to part of the
bl ood vessel when it in fact, if you were to define
t he bl ood vessel s as an organ or tissue, you' d have to
average all of the tissue in the entire body. So |

think you' re really talking about a high dose to a
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very small geonetric area of the body.

M5. WLLIAMSON: That’'s correct. That’'s
correct.

CHAI RVAN CERQUEI RA:  Lynne, do you have a
conment in the back?

M5. FAI ROBENT: Lynne Fairobent with ACR
| actually had two questions. One may be for Jeff
Wl liamson since Dr. Nag had to | eave.

Jeff, in adding this sort of additiona
| anguage wi I | we be capturi ng AGCs per haps uni nt endedl y
from permanent seed i npl ants where seeds may ni grant
to the lung that we nay not have captured before or to
ot her tissue?

And then secondly, the way this 1is
structured, in order for Ato be valid, there’ s an
"and" that follows the end of A and we have not seen
what follows this. So | don’t know what the other
conditions are for neeting this in order to be an AQ

| don’t know Angela, if you have that
additional text with you or not.

M5. WLLIAVSON: | don't.

MS. FAI ROBENT: Cbviously, Ais tied to
something else in order to be a valid criterion and
wi t hout seeing that |'’mactually at aloss for what is

the "and" criteria that needs to al so be net in this.
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DR. WLLIAVSON: | think totry to answer

the first part of the question which was directed to
me, | think mgration of a seed into the |ung would
not be because Angela’s trying to tie this to a
per manent functional injury. So | guess if seed
drifted intothe lung and caused sone terri bl e nedi cal
conplication, then yes, but obviously the vast
majority, if not all of these seeds that mgrate may
cause a large focal dose in the lung, but they don't
cause a permanent functional injury. So they would
not be reported.

| don’t know. You know, please don’t
m sunder stand the reason for my concern, but you’ ve
now put inthis rule |l anguage two different concepts,
tissue and organ and people can have a lot of
argunents about what that nmeans, so if there woul d be
some way of sayi ng what you need to say w t hout havi ng
towestle with this. Mybe you could say and nodify
nunber two so it says "glandular organ" and then
nunber 3 coul d be "or any other tissue" and t hat woul d
make it clear. Perhaps that woul d be one way. | just
don’t know.

M5. W LLI AVSON: Vell, rmybe adding
gl andul ar organ would make it a little nore clear.

DR. SULEIMAN: No. dandular inplies a
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secretory or excretory function that not all organs
may have

M5. WLLI AMSON. Ckay.

DR. MALMUD: | thinkif I may try to quote
that which Sally said earlier and if we go back to
t hat Appendi x A, we read through sub Aas it is. Then
it says "or the gonads"” on line 4 "conma, or equal to
greater than 10 Gy to any other organ, or insert
nunber 3 equal to or greater than 10 to any portion of
an organ which results".

"1l say that again. [It’s as you have it
up there with 2 saying "equal to or greater than 10 to
any ot her organ, or (3) equal to or greater than 10 Gy
to any portion of an organ which results in permnent
functional damage."

MS. W LLI AMSON: l's t hat t he
recommendation of the Conmittee then?

DR. MALMUD: | present it as a question.
I's that wording acceptable to the Committee?

CHAl RMAN CERQUEI RA: Dr. Vetter says yes.
Sal |y agrees?

M5. SCHWARZ:  Yes.

CHAI RVAN CERQUEI RA:  Agreenent on this
si de? What about over here, Ral ph, you object?

MR LI ETCG So the vessel would be
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consi dered part of an organ.

DR. MALMJUD: The bl ood vessel would be
part of the organ in which it’s |ocated.

MR. LIETG So for the heart | could see
that. \What happens when we start |ooking at |arger
veins and arteries for these types of intervascul ar
brachyt herapy? This treatnment i s com ng down t he pi ke
or like we’'re doing now in research in ternms of
di al ysis patients. Then a definition -- | wouldn’t
think it would fit.

CHAI RMAN CERQUEI RA: | feel a little
unconfortable not having any of the radiation
oncol ogi sts here, Dr. Nag and Dr. Dianond. But it
seens | i ke everybody el seis pretty nuch in agreenent.

W have Dr. Wiite in the back who is a
radi ati on oncol ogi st.

MR VH TE: Actually, 1'm a nmedical
physi ci ans, Gerry White from AAPM

| hesitate to engage in a technical
di sagreenment with the Conmittee, but just back to the
prostate seed enbolized in the |ung. It’s not
i medi ately -- and Jeff has a lot nore dosinetry
cal cul ati on experience than al nost anybody in the
world, but it’s not imediately clear to me that an

i odine seed enbolized in a vessel in the 1lung,
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necessarily gives a lower total dose than a thousand,
t han an i ntravascul ar event that you want to capture.

The red |anguage does not talk about
per manent functional damage to an organ. You don’t
have to have failure of the lung function in order to
be capt ured.

DR WLLI AMSON: But there’s one thing
you're forgetting. There arereally three conditions
that have to be met for thered text. First, it’s got
to be a msadm nistration. In the case of a seed
enbolizing in a natural way to the lunch is
specifically exenpt. Seed migrationis specifically
exenpted as grounds for a nedical event. It wouldn't
even cone that far

So it has to have first be a nedi cal event
on sone grounds or another. Secondly, it has to give
this dose, nore than 10 gray, to the structure
whatever it is, that’s what we’'re debating and then
for the red text, not only does it have to neet those
first two conditions, but there has to be a third
condi ti on of permanent functional damage. Andthisis
the difficulty we’'re westling wth.

The only di sadvantage | can think of Dr.
Mal mud’ s suggestion is that possibly it now rmakes 2

sound like it has to be a whol e organ dose. So whol e
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organ doses don’t have to have permanent functiona
damages, but partial organ irradiations do to be
counted in this and |I'm not sure -- sonebody
i nterpreting nunber two nunber is being solimted so
that if half the kidney is irradi ated, but there’ s no
per manent functional damage, that’s not goi ng to be an
AO any nore, whereas you had the discretion to
consider it an AOthe way this was witten. So it’s
ki nd of a conplicated issue.

M5. WLLIAMSON: Ckay. | want to make it
clear. Maybe | didn’t hear youright. | want to nmake
it clear that in the other cases, when you see nunber
one equal to or greater than 1 gray or 100 rads to a
maj or portion of the bone marrow, to the lens of the
eyes or the gonads, or equal to or greater than 10
gray or a 1000 rads to any other organ, permanent
functional danage does not apply to 1 or 2.

DR. WLLIAMSON: | realize that.

M5. WLLI AMSON: Okay, okay.

DR. WLLI AMSON: What |’ msayingisyou' re
addi ng a condi ti on nunber 3.

M5. WLLIAVMSON: Right.

DR. WLLIAMSON: Whichis very simlar to
2, except now the criteria are partial organ

irradiation and functional damage. So it nakes it
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seemby inplication that nunber 2 is limted to whole
organ irradiation and |I'm not sure that’s the
consequence you i ntend. Because now someone can cone
and argue, you know, okay, | nmade a big boo boo with
cobalt-60 teletherapy, put the field in the wong
pl ace and | zapped hal f the kidney to a dose of nore
than 10 gray. Well, the patient’s kidney functionis
still okay, no permanent function, no damage and |’ ve
only irradiated hal f the organ, thereforeit shouldn’t
be an AO because your condition nunber 3 inplies that
condition nunmber 2 applies only to whole organ
i rradiation.

M5. W LLI AMSON: W don't want the
definition of irradiationto an organ to change i n any
way. Al we really want to do is capture.

DR. WLLIAVSON: | know you don't want to

M5. WLLIAMSON: |s capture thelVBevents
i n whi ch permanent functional damage occurs. That's
all we want to do. W just want to limt it to that,
so we capture just those and not regular VB -- this
was, we thought, our way of addressing certain |VB
events. \Wat we’'re |ooking for |anguage that wll
help us to capture just those |IVB events and not

affect the organ limts that are up there on the
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screen.

DR. MALMUD: May | suggest once agai n t hat
we use the wordi ng that was suggested by Dr. Schwarz
and beginning with line 4, (2) equal to or greater
than 10 gray to any other organ, or (3) equal to or
greater than 10 gray to any portion of an organ which
results in permanent functional danmage.

Now may | suggest that we tentatively
agree on that, but get the opinion of the two
radi ati on oncologists who are nenbers of this
Comm ttee, but are absent fromthe Committee at the
nonent and then give a conditional approval if they
agree. |If they disagree, thenwe’l|l have to deal with
it once again.

I s that reasonabl e?

M5. WLLIAMSON: It sounds |ike you want
us to bring this back before the Commttee?

DR. MALMJUD: No, | don’t want to bring it
back i f the two radi ati on oncol ogi sts agree, thenit’s
done. Can we do that?

M5. WLLIAMSON: |If you' re reconmendi ng
somet hi ng, we need a noti on.

DR. MALMUD: 1’11l nake that a notion that
we adopt the wording introduced by Dr. Schwarz, the

wording | just read and that we approve -- | make a
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notion that we approve the wording | just read,
condi tional upon the agreenent of the two radiation
oncol ogi sts, nmenbers of this Commttee who are absent
right now Andthat would conpleteit, if they agree.

CHAI RVAN CERQUEI RA:  |I's there a second on
t hat ?

DR. VETTER  Second.

CHAI RVAN  CERQUEI RA: Any  further
di scussion? Dr. Mller?

DR. MLLER This has been a great
intellectual discussion. [It’s probably over ny
engi neer’s head, but what | just heard Dr. Ml nud
propose causes ne to be concerned about the issue that
Jeff brought up with regard to No. 2. Wat is the
intent of No. 2? Is it intended that you woul d get 10
gray or nore to the whole organ or if you got it to a
portion of the organ, could that still be considered
an AO? If the intent is that it could still be a
portion of the organ, and be an AO is No. 3 undoing
part of the intent of No. 2, if anybody foll ows what
| said.

DR. WLLIAVMSON. | do. And it’s up --

DR. MLLER It’s caused nme to have to go
back and t hi nk okay, what do we really nean by No. 2.

M5. McBURNEY: That was ny concern too as
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to how that m ght inpact then what No. 2 neans.

DR. WLLIAMSON: But | actually like the
new i nterpretation of No. 2 so |l will vote for it as
it stands.

DR, MLLER VWhat it would nean in ny
under standi ng of it would nean that No. 2 woul d then
becone attached to a neaning of a dose to a whole
organ and No. 3 would only become an AOif a portion
of that organ was actual |y damaged.

DR. WLLI AMSON: Actual ly damaged.

DR. M LLER Wichl thinkis areasonable
definition.

DR. W LLI AMSON: Except that -- | do think
it’s reasonable, but it’s different than what you have
now. That’'s all |1’ve been trying to point out to you.

CHAI RVAN CERQUEI RA:  Dr. Mal mud and t hen
Dr. Eggli

DR. MALMUD: It’s that which | intended
for the outcone to be, but I remain concerned that the
two radi ati on oncol ogi sts who have not had a chance to
review this agree.

One of themmay say wait amnute, thisis
not sufficient. We really need to be concerned about
10 gray to a part of an organ whi ch doesn’t appear to

gi ve permanent damage, but which we know may cause
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per manent damage.

If they say that, then we're back to
rel ooking at this, but | would value their opinion
very much.

CHAI RVAN CERQUEI RA:  Doug and t hen Sal ly?

DR. EGGE.l: First of all, | don’t think
you've put a time limt on the devel opnent of the
per manent damage whi ch may be nade havi ng expressed
that here, but I think that the concept of it being an
event if there’s a consequence fits the whol e concept
of risk-inforned policy which is to say even if the
partial organ got a 1000 gray, if there are no
functional inpairnents that result fromthat, should
it philosophically be an unusual occurrence t hat needs
to be reported?

And again, to go back to the new
phi | osophy that that we’re not just reporting for the
sake of reporting, but we're reporting because it
means sonmething. This new definition, | think fits
t he concept of a neaningful abnormal occurrence.

CHAI RVAN CERQUEI RA: So risk-informed,
per f or mance- based.

Sal |y?

M5. SCHWARZ: And what | was just going to

suggest is that if the decision of the whole Conmittee
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is required, can the medical oncol ogists, radiation
oncol ogi sts be e-nail ed for an answer as far as their
vot e?

CHAI RVAN CERQUEI RA: Wl |, | don’t knowso
much a vote -- | guess if both of them approve it,
then basically we would have the approval of the
Conmittee. |If they don't, then it would really need
to conme back for further discussion between the
radi ati on oncol ogi sts who arenoreintinmately invol ved
i n doing this and may have ot her awar enesses t han what
we’ re havi ng.

DR. WLLIAMSON: | think for Dr. Di anond
and Dr. Nag to give an infornmed judgnent, | think to
vote on this fresh w thout any background or any
explanation or hearing any of the -- at least a
summary of this debate, it’s probably not realistic.
Unl ess there’'s a real urgency associated with this, |
woul d suggest we bring it up at our md-neeting
conference call and get their opinion after expl ai ni ng
t he debate.

CHAI RVAN CERQUEI RA:  Ral ph?

MR, LIETO  Wien will the transcript of
this be available because | would say just say hey
guys, go read these pages on the transcript. This is

what everybody said back and forth and we need a
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deci sion on the notion and gi ve t hemmaybe a coupl e of
weeks after the transcript is available to themand go
fromthere.

CHAI RVAN CERQUEI RA: | see general nods of
approval .

Leon?

DR. MALMUD: | would like to ask Angel a
Wllianmson if there is a sense of urgency about this?

M5. WLLIAMSON: No, there’'s not. Likel
said before, this product is really owned by the
Ofice of Research and for other reasons that we're
not clear on, they may decide that this is not even a
smart thing to do at this tinme.

So we were just trying to get sonme very
prelimnary opinions about what you think of this.

CHAI RVAN CERQUEI RA: W have a cal |l on the
guesti on.

Al in favor?

(Ayes.)

Opposed?

So the notion was carried and basically if
-- Angel a, when you get the transcripts, if you could
identify this particul ar di scussionitemand nmake sure
that Dr. Nag and Dr. Dianond receive it and ask them

specifically to coment on the notion and any
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additional information that they feel is relevant
whi ch may change the wordi ng that was suggested. |If
t hey approve, then | think you have your answer. |If
t hey don’t approve and you need nore information, it
really does need to conme back to the Committee.

Jef f?

DR WLLIAVSON: |I’msorry --

CHAI RVAN CERQUEI RA:  We al ready voted on

DR. W LLI AVSON: | know, but coul d we have
at least a brief answer to the question that was
rai sed by Lynne Fai robent? What follows -- |’ msorry,
could we have a brief answer to Lynne Fairobent’s
guestion? What is the other condition.

CHAI RVAN CERQUEI RA:  Coul d you repeat the
guestion, Jeff? None of us can recall.

DR. WLLI AMSON: The question is what is

the qualificationfollow ngthe "and", the final "and"
in that paragraph?

M5. WLLIAMSON: Unfortunately, | don’t
have that with ne.

CHAl RVAN CERQUEI RA:  So we can’t answer
t hat question.

MS. WLLI AMSGON: No, we can’t answer t hat.

DR MLLER  Angela, is that sonething
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that as we nove on to the next topic that you coul d go
up and get?

MS. W LLI AMSON:  Yes.

DR. MLLER At |least the Cormttee would
have that avail abl e before we adjourn today.

CHAI RVAN CERQUEI RA: It woul d put cl osure
on this particular item

DR. MLLER Because it’s right in the AO
report.

MS. W LLI AMSON:  Yes.

CHAI RVAN CERQUEI RA: Geat. All right,
t hank you very nuch, Angel a.

The next item on the agenda then is the
transition issues in Part 35 inplenmentation. And our
own Ral ph is going to --

MR. LIETG Well, you have -- | think it
was di stributed yesterday or this norning, basically
it’s the printout of the slide fromthe presentation
this norning on transition issues.

There were really three specific issues
t hat were addressed. One has to do with individuals
currently in training prograns. And the
i npl ementati on of the training and experience rule
which | know that it’s supposed to becone effective

next fall, actually this fall.
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CHAI RVAN CERQUEI RA:  Cct ober 24, 2005, it

will be three years since the rule was enacted and
then it does becone the official standard.

MR. LI ETO So that individuals,
physi ci ans, nedi cal physicists, whoever, who are --
pharmaci sts who are in training now, that if they need
to docunent their training and experience to neet the
preceptor requirenent, that theinplenmentationof this
woul d occur for those -- the requirenent for the
preceptor would apply to those who are entering
prograns this year

One suggestion was June of 2004, but
whatever. |’mnot married to a specific date of the
year, but | think it shouldn’t apply retrospectively
to individuals who are conpleting their training in
t he next year or so.

CHAI RVAN CERQUEI RA: Or who started their
trai ni ng.

MR LIETG That's right.

CHAl RVAN CERQUEI RA:  Doug?

DR EGALI: | need to agreewith that. As
a person who wites a dozen preceptor statenents a
year and |’ ve never had to for the people with deened
status, it would be very hard for us to go back and

reconstruct the experience of our senior residents in
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order to wite a legitimte preceptor statenment for
t hem

So | agree with Ral ph that some kind of a
transition time is necessary for us to start to
collect the data that we need to wite a valid,
verifiable and docunent abl e preceptor statenent.

CHAI RMVAN CERQUEI RA:  Jeff?

DR. W LLI AMSON: What is the Staff’s
expectation for the ampunt of data that nust be
collected and recorded to verify for a preceptor
statenment ?

CHAI RVAN CERQUEI RA: Do you have any
expectations on this?

You re willing to just take the letter.

MR. ESSIG |'d have to defer to one of
the --

CHAI RVAN CERQUEI RA:  Roger is nmaking his
way to the mcrophone.

DR. BROSEUS: We shared with the Advisory
Conmittee a direct revision of Form3313A. And it’s
based on the current form There’s discussion in our
gui dance in Volune 9 of NUREG 1556 and so we’'re just
goi ng one step beyond that and the only changes there
are where there are changes in the rule that would

result in a need for change. For example, the
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decoupling of the preceptor statement from the
requi rement for board certification, resultsin aneed
for an individual or licensee actually, to submt a
preceptor statenent up to this point, if a board was
recogni zed by the NRC. That was sufficient.

There are a coupl e of other changes, for
exanple, based on the recomendations of the
Commttee, they asked to have recommended and we
i ncorporate it into the proposed rul e requirenent for
T&E training and experience that is specific to the
types of use a person is applying for as an RSO, AMP,
ANP, etcetera. Ckay?

The third significant change comes in for
col l ecting data to enabl e a medi cal physicist to be an
RSO since we’'re acconmpbdating a new cl ass. Not
wi t hstandi ng the comments that we’ve heard from Dr.
Leito today, we have acconmpdate in our draft form
changes to accomodat e that new cl ass.

And so | personally don’t see bi g changes
inthis and | don't personally see a big issue here.

CHAl RVAN CERQUEI RA:  Doug?

DR. EGA.l: Right now, for our residents
who are di pl omats of the Anerican Board of Radi ol ogy,
nost of themdon’t require a preceptor statenment to

get alicense. Boardcertificationis adequate proof.
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For the al t ernat e pat hway peopl e whi ch has
been all of our cardiol ogy fell ows who cone through,
| docunent their experience on every procedure, the
nunber of procedures they perform what they’ ve done
in the hot lab, what kind of regulatory activity
t hey’ ve engaged in, how many tines they ve mlked a
generator, how many tines they’'ve conpounded a
radi ophar maceutical, how many tines they’ ve injected
a patient, howmany ti nes they’ ve done a cont armi nati on
survey, how many tines they dealt with the equi prment
in setting up the exam nati ons.

Al'l of these are required of the nuclear
cardiology certifying exam and nucl ear cardi ol ogy
certifying examrequires theseitens, infact, as part
of the preceptor statenent for a preparation for the
preceptor statenent for licensure. | cannot go back
and reconstruct that information for other 200 series
radi ol ogy residents and we have not kept track of that
i nformati on as we know.

CHAI RVAN CERQUEI RA:  So you’ re sayi ng t hat
basi cally what you're doing in a sense that right now,
even the radiologists and the nuclear nmnedicine
physi ci ans woul d require that sort of receptor letter.

DR EGCGLI: They require that kind of

docunentation on a preceptor statenent on which we

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

109

have had for American Board of Radiology and for
Anerican Board of Nuclear Medicine. W have not
coll ected that because they had beam status. W’ ve
collected it for the cardiology fellows because
previously they were alternate pathway and we want ed
a thorough and conpl ete preceptor statenent for the
i ndi vi dual .

DR. WLLIAMSON: So |’ mgoi ng to ask Roger
again, if I my, M. Chair?

CHAI RVAN CERQUEI RA: Yes, please. Ask
Roger .

DR, WLLI AVSON: Does the preceptor
statenent for the 3500 AUs require the | evel of detail
that Dr. Eggli has nentioned?

DR. EGA.l: |If you look at the preceptor
statenment it does.

CHAl RMAN  CERQUEI RA: You'll need a
m cr ophone.

DR. BROSEUS: 1’'Il put on a mc so you can
be sure to hear ne.

CHAI RVAN CERQUEI RA:  Plan to stay awhil e
per haps.

DR. BROSEUS: As | understand the
guestion, what’'s the level of detail required for an

aut hori zed user to have t hi s docunent ati onal preceptor
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st atenent for use under the 200 --

DR EGGELlI: Right, the preceptor statenent

DR. BROSEUS: Under the current rule,
under the current rule it is sufficient to be board
certified.

DR EGGl: Right.

3

BROSEUS: Ckay?

DR, EGA.l: So they don’'t have --

DR. BROSEUS: Under the coming rule, if a
board certified, if you re board certified by a board
recogni zed by the NRC, plus a preceptor statenent and
t he preceptor statenent there’s sone di scussion ri ght
now about how that should be structured, not
structured, but what a test versus certifying. Sothe
wor di ng -- basi cal |y, it's docunent board
certification and have a preceptor statenent.

Now if sonebody is coming in on the
alternate pathway, there shouldn’'t be really big
changes. There were sone what | would call tweaks to
t he requirenents.

DR. EGGALI: The preceptor statenent for
the board certification candidate |ooked |ike the
al ternate pathway --

CHAI RVAN CERQUEI RA: | don’t know how it
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could in the sense that if it can be -- we haven’'t
really deci ded whether you need to be an authorized
user or you know an authorized nedi cal physicist to
signit. Mybe if the programchair is going to sign
it, they're not going to have that kind of know edge.

DR. EGGELI: Currently, there’'s only one
preceptor statenent included for all comers that have
a preceptor statenent and that has links on it for
del i neating the experiencewith nultiple categories of
200 use.

DR. BROSEUS: For the alternate pathway.

DR. EGA.l: Yes, that’s because the board
certification pathway doesn’t require a preceptor
statement at all currently.

DR. BROSEUS: Correct. And one would
still have to -- an individual who was an authori zed
user, applying for authorized user status for exanpl e,
you still need to docunent what the training and
experience was to neet the alternate pathway and
there’s quite a detailed --

DR. EGG.l: The question is does one have
to in the future for the board certification
candi dat es have to document experience in a simlar
fashion to the alternate pathway as it currently

exi sts?
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DR. BROSEUS:. Under our draft, the only

change was (1) docunent board certification; (2) have
a preceptor statenent and (3) docunent that T&E that
is specific to the type of use. That’s a new
requi rement that you all reconmmrended.

DR EGGEl: That's the --

CHAI RVAN CERQUEI RA:  Donna-Bet h, do you
have a comment? Can you clarify it?

DR. HONE: Yes. | think what we do is we
have a preceptor statenment that neets the rule and
Roger is going a little bit beyond where you're
| ooki ng for the answer. The answer you’' re | ooki ng for
is what does the preceptor have to say when the
i ndi vidual is board certified?

DR EGGE.l: Exactly.

DR. HOWE: And what the preceptor has to
say is they recognize the person is board certified
and then they have to nmake the statement that they
bel i eve, according to the current rule, current and
proposed rule, that the individual is conpetent to
function independently as an authorized user, an
aut hori zed nedi cal physicist, an authorized nucl ear
phar maci st .

So i nst ead of docunenting all of the hours

and things for the alternative pathway, they' re just
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sayi ng we recogni ze he’s board certified and that he
can function independently.

It’s a sinpler, there’s I ess informtion
on the form

DR. WLLIAMSON: So I think the answer is
no, but it’s not being given -- it’s being givenin a
very hedged way.

CHAI RVAN CERQUEI RA: | don’t fully -- are
you happy?

DR EGGELI: No.

CHAI RVAN CERQUEI RA: Do you understandit?

DR. HOWE: You do not have to quantify
their training and experi ence ot her than the fact they
have the board certification. But then you have to be
confortable if you re the authorized user to state
that you think they can function independently.

DR. BROSEUS: Donna-Beth, correct neif --

DR. EGGLlI: Wiich may be a function of
those itens that |I’mnot quantitating?

CHAI RVAN CERQUEI RA:  Exactly.

DR. BROSEUS: Let ne take it one step
further and correct ne if |’ m w ong.

DR.  HOVE: Then there’s the other
nodal i ti es.

DR. BROSEUS: Qur draft also includes a
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space to fill in by the aut horized user those sections
that they're attestingtothe ability of the personto
nmeet the requirenents. And that’s about it for the
i nf or mati on.

In other words, if it’s 35.200, fill in
35.200, make a statenent. It’s not alot of stuff and
| woul d suggest that you may find it useful to go back
and | ook at the draft that we sent out and | would
expect we could share that data with you.

DR W LLI AMSON: | am looking at the
proposed form 313 and that’s what it says here. It
says preceptor certification. There s a blank. Yes,
| certify that the individual in Item 1 has
satisfactorily conpleted the requirenents in Part 35,
sections and paragraphs. Yes, | certify that the
i ndi vidual has achieved a level of conpetency to
function independently as an authorized blank for
bl ank uses. And it’'s just this little tiny section.
So that’s what’'s there.

DR EGGE.lI: As a preceptor who does a | ot
of these, how will | be taken to task for that
statement? | wll have no supporting docunentation
for that first attestati on onthe preceptor statenent.

DR, WLLIAVSON: Well, I think thisis --

|’ mgoing to specul ate now and say what | think is in
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the staff’s minds. | could be wong, but | think what
they have in mind is a process that’s very sinilar
when you wite aletter of recomrendati on for sonebody
who i s up for tenure or pronotion and you gi ve ki nd of
a general overviewof their abilities or merit, given
their career for this position. And | think what they
have in mnd is a simlar kind of subjective, if you
want to put it that way, judgnent.

CHAI RMAN CERQUEI RA:  Roger and Donna- Bet h,
is that your interpretation?

DR. HOVE: That’'s ny interpretation
because when we did the OVB cl earance for the current
313A, the docunentati on and record keepi ng was just to
fill the formout. There was no requirement in the

rule or anywhere else for NRC to collect any other

data or to have any other records. So it is the
Board’ s certification. It is the certification
statenent.

CHAI RVAN CERQUEI RA: Nowi s it your intent
al so for people who are applying via training and
experience or the alternative pathway that that sane
formwoul d be used?

DR. HOAE: Yes. |If you |look at the form
it takes you, Elenent 1 identifies the person that

wants to be an authorized user, ANPA [tem 2, |
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think, or ltem3is the Board certification. It tells
you to go to certain parts of the form And then the
rest of the people keep right on going down the form
and they have to provide the docunentation to show
their -- for nuclear nedicine, their hours added up to
700 for the didactic and the work experience.

CHAI RMAN CERQUEI RA:  So basically, there’'s
docunent ati on of 700 hours and now what -- so if Dr.
Eggli who i s an aut hori zed user signs the form you're
going to be happy with it. There's still a lot of
di scussion as to who can sign that formcertainly for
t he peopl e that are applying via board certification.
It may not be an authorized user, an authorized
medi cal physicist, an RSO

DR. HONE: Al | can comment to is the
proposed rul e ri ght nowand t he proposed rul e woul d be
i f the individual wanted to be an authorized user for
200, then the person signing the preceptor statenent
t hat they thought they could function i ndependently,
t hey have board certification --

CHAI RVAN CERQUEI RA:  Ri ght.

DR.  HOWE: That they could function
i ndependently as an authorized user for 200 uses,
woul d be an authorized user for 200 uses.

CHAI RVAN CERQUEI RA: That’s still our

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

117

under st andi ng, but we’ve heard a | ot of objections
fromthe boards t hensel ves t hat t hey woul d not be abl e
to conplete that.

Jef f?

DR. WLLIAMSON: | really think that we
have to | ook at this onthe ternms it’s being handed to
us. This is, | think, viewed by the staff. ['m
summari zing what | think their intent is now. They
can correct me if |I’m wong. W have a certain
process we do now. In the Radiation Safety Comm ttee
in the broad-scope licensing when we approve
aut hori zed users, if they' re fourth year residents who
have not yet passed the boards, we go through this
very long detailed chronology of how many cases
they’ ve done, category by category, nanme them as
aut horized users on the license if they neet the
alternative pathway requirenments and we have to have
a lot of docunmentation for that.

If they have board certification, you
know, we make the presunption that they ve net the
eligibility requirenents for those boards. They have
the 700 hours or its equivalent. They have the
appropri ate case experience required by t he resi dency
and accreditati on conmttees and so forth and we don’ t

have to do that.
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In the Radi ation Safety Cormittee we | ook
to see that they really have that certificate. W
exam ne the years of experience they’ve had at ot her
institutions and we vote, yes, you nmay be an
aut hori zed user and there’s no presunptionthat inthe
Radi ati on Safety Commttee we have to collect this
huge ream of data on themlike we do the uncertified
candidates. And | think that’s the spirit of which
that’s intended here, for all the categories is that
in addition they want some i ndi vidual who is an AU or
ANP or whatever who has sone know edge of the
candidate’'s trainingandisinapositionto attest to
t he conpetence of the person to do this job. They
want a signature and that’s basically all that’s being
asked.

DR. EGGE.l: And | guess the question cones
dowmn to what’s theliability onthat signature because
in the board certification previously, | wasn't
required to make any kind of attestation for sonmeone
who is board certified. Now | ambeing required to
and it is one issue again to provide a chronol ogi ca
i st of experiences. That's very objective and there
isnoriskif you re signingthat kind of attestati on.

The nore general attestation not backed up

by any kind of docunmentation is for the preceptor, a
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hi gher risk process, particularly if there are
consequences that fall back on that preceptor at sone
point inthe futureif that individual doesn’t perform
up to snuff.

CHAI RVAN CERQUEI RA:  Yes, but | think the
argunent has been that some of that is no different
t han anyt hi ng el se that we do i n nedi cine, that that's
kind of there are other safeguards in place and that
the NRC should only be involved in the issues of
radi ati on safety --

DR WLLIAMSON: W all participate in
credentialling activities. W wite letters of
reconmendati ons. Hospital credentialling conmttees
make judgnments based on | ooking at the person’s CV
wi t hout exam ning this huge volune of data to really
show the person did these things, so | think we're
maybe making a little too nuch out of this?

DR EGGEI: Actually, that may not be
quite true because to be credentialed for a finite
nunber of procedures in any hospital these days you
have to produce the docunentation that you ve had the
experi ence.

Credentialling, these days, is afunction
of docunentation of experience, but you cannot be

credentialed in many areas wi thout docunentation.
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DR WLLIAMSON: Well, | think the NRCis

saying that’s up to you then what standards of
evi dence you require.

CHAI RVAN  CERQUEI RA: That’ s been
basi cal |l y, you know, and | think the SNMreal | y argued
that they shouldn’t be involved in this at all, that
basically it should be left up as a practice of
medi ci ne i ssue beyond a certain hour of training and
experi ence.

Leon?

DR. MALMJUD: Doug, you're correct. The
credentialling process is though i ndependent of that
whi ch we are being asked to do wth regard to the NRC

DR EGGELI: | under st and. And we're
credential ling thenf

DR. MALMUD: Correct. So that | think a
uni versity certifies an individual has conpleted his
or her requirenments for a degree and it’s signed by
the President of the University, the Chairman of the
Board, neither of whom has ever even net the
candi date. They have relied upon the processes within
the university to certify that these students have
finished the requisite nunber of credits and courses,
and hence they sign it. | think that we're in a

simlar situation on a lower scale with regard to
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certifying that the resident has had adequate
training. W need not personally have been invol ved
in that training, although we understand fromthe NRC
that they want the person who assunes the
responsibility for it to be an AO hinsel f or hersel f.

Is that a fair sunmary, Dr. Howe?

CHAI RVAN CERQUEI RA:  Ckay. Lynne, you’ ve
been waiting patiently.

M5. FAI ROBENT: Lynne Fairobent, ACR A
coupl e of points. One, Dr. Eggli, | think that you' ve
hit the nail on the head. W have or share some of
your simlar concerns fromour nenbers now with the
decoupling of the preceptor statenent fromthe board
process.

It isunclear or not clarifiedyet and |’ m
hopef ul as Ral ph has urged this norning that there be
a neeting with the boards and st akehol ders to di scuss
the i npl enentati on as we go forward on recognition of
t he board process.

| thinkit’ s equally inmportant that there
be discussions on what is an appropriate preceptor
statement. | think that with the decoupling of the
preceptor from those individuals who woul d have now
come in by virtue of board certification, theseissues

are raised and | do think Dr. Eggli that at this point
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you are probably going to have to provide those
det ai | ed docunentations on your radiol ogists com ng
t hrough nucl ear nedi ci ne departnents because t hey may
or may not have conpleted their board certification
process at the tinme they’ re com ng t hrough under your
training program They may not have sat for their
final orals or if they had, the results of the ora
exam may not yet be known to you as the preceptor
aut hori zed user who needs to sign to give themthat
docunentation to then nove on to be listed on their
first license.

| think there are a whole host of
i mpl enentation issues with the decoupling of the
preceptor statenent fromthe board processes that had
not been recogni zed prior to when they were |inked
t oget her. | think that this is sonmething in the
i mpl enent ati on phase that we all are going to have to
sit down and col | ectively | ook at appropri ate gui dance
and two-way discussion because it’s now my nenbers
that are going to have to be signing the preceptor
statements.

| think you very well articulatedit, the
di fference between what you do now for an individua
under the alternative pathway, versus sonmeone who is

comng to you via board certification. | think has
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been mnimzed and no |onger that distinction is
t here.

DR. EGA.lI: And finally, ny only reason
for raising this issue was to nake sure that there
isn’t a group who gets caught in this transition.

MS. FAIROBENT: Yes, and | would agree
with Ral ph’s conment earlier. | think it's very
i mportant that we | ook at the tinmeliness of when t hese
new regul ati ons apply to those in-training prograns
and | think it's also critical that the new
regul ations and the tineliness of them are given
adequate transition time to be reflected by the
residency review conmttees who set the training
curriculunms as well as the boards to refl ect what ever
changes may necessarily be on their exam nation
pr ocess.

CHAI RMAN CERQUEI RA: But, Lynne, we’'ve
gone over that before, and it doesn’t -- none of the
changes that the NRCis going to require now are any
nore t han what they have required in the past. So the
Resi dency Review Committee should not have to
i npl ement  any changes in the hourly training
requi rements for people who are applying.

MS. FAI ROBENT: It may not be in the

nunber of hours. It may be in subject content areato
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ensure that --

CHAI RVAN  CERQUEI RA: For di agnosti cs,
certainly no, and even for the radiation oncol ogy.
The only areas where that nmay beconme an issue is in
speci fic devices, and we’ ve conme up Wi th ways to deal
with that.

M5. FAI ROBENT: W' ve talked in the
radi ation -- with our radi ati on oncol ogi st at ACR, and
there is a potential, and the potential is for RGCs
under 390, in order to be able to do unseal ed materi al
use, and whether or not they -- in their residency
prograns that material is being sufficiently covered.
W believe it is, but they are going back and | ooki ng
at it.

CHAI RVAN CERQUEI RA: But if it isn’'t, then
all they have to do is docunment specific training in
that instrumentation, which is, | think, the point
t hat has been made a few tines.

Ral ph, and then Jeff.

MR. LIETO Two things. | disagree with
the statenment that was nmade before that whatever
training and experience «criteria you want to
establish, or make an attestation, is up to you. |
think that sets a tremendous disquality across the

system
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| think there shoul d be m ni rumstandar ds
established, and | think that goes into the -- you
know, what we were tal king about or presented this
norning to the cormittee about what -- what is the --
what is the preceptor attesting to? And what
docunent ati on do they need?

| think that we’ ve al ready i dentified sone
of the i ssues for people who are not board certified.
But, then again, | think there may be t hose peopl e who
are seeking board certification and are in transition
that nmay need the specific docunentation.

My second point isl’dliketo get back to
the original transition issue, which is about those
individuals who are in training and when these
training and experience requirenents should go into
effect for them |In other words, the suggesti on was,
and 1'Il just make it as a recomendation, that
training and experience should not have to -- or
shoul d apply to i ndi vi dual s entering traini ng prograns
after June of 2004.

CHAI RVAN CERQUEI RA: Wl |, actually, the
new -- the revised rules are in effect. | guess that
three-year periodis really for the agreement states
t o become conpliant, right? So peopl e who started who

are already i n training can apply either under the new
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rul e, which became | aw in Cctober 24, 2002, or under
t he exi sting rul es, which we extended, because the ol d
rule, you know, became -- you know, was no | onger

applicable, other than the fact that we did a two-year

ext ensi on.

So | agree with you, we need to set the
rules for grandfathering, but | think technically
peopl e who -- you know, it applies to people who are
currently in training, and even people -- you know,

because the newrules did gointo effect in 2002. And
| think the 2005 requirenent is for conpliance by the
agreement states. Am| correct on that? Yes, okay.

Now, Jeff, you had a comment, and then
we'll goto --

DR. W LLI AVSON: Yes, | have three
comments. One is a response to what Lynne said, and
| think the case she presents is of a radiology
resi dent who has conpleted the training program but
not yet conpl eted board certification either for fact
that the results are not known or maybe has fail ed or
conditioned the exam

Wll, that’s nodifferent thanit is now.
And so | don’t see how that supports -- has anything
to do with the issue of what |evel of documentation

you have to keep for board certified candi dates.
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The second point is is it has taken us 30
m nutes to get out of the NRC staff the answer about
what is the |evel of docunentation required on the
part of a preceptor for an individual that is board
certified. And | had to actually read their m nd, so
to speak, or interpolate.

So, clearly, you know, | think NRC has to
come up with a -- | appreciate why they’' re being so
cautious and wanting to cite just what the rule
| anguage is. But to state clearly, unambi guously, in
ordi nary | anguage what is expected or not expected,
and where the burden of -- and indicating to what
extent the burden of deciding the |evel of
docunent ati on depends on t he i ndi vi dual preceptors or
the community as a whol e.

You know, you really need to conmuni cate
this clearly, and we shouldn’t have to be guessing
what you all nean, |ike | did.

And then, finally, they said yes or no,
after | had repeated it, you know, in a couple of
di fferent ways i n sinple, ordinary | anguage. Now, you
know, the other half of the commttee doesn’t likeit,
but | think maybe that’'s the way it is. That's really
-- okay, I'1l stop there.

CHAI RVAN CERQUEI RA:  Ron?
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DR. ZELAC: Ron Zel ac, NRC. Il think it

m ght be sonewhat instructive on the question that
Jeffrey was just nentioning to keep in mnd the
current rule, therulethat we' re operating under now,
the requirenents that exist now.

The proposed rul e changes to training and
experience are not becom ng nore prescriptive by any
means. If anything, they're noving in the other
direction. So where we are now can be | ooked at as a
baseline for where we are going.

And the current requirenents, as nost of

you know, are -- and particularly 1’Il choose an
exanpl e of 200 usage -- we are tal king about a total
-- and the alternative pathway. W’re tal king -- and

the preceptor requirenents, in ternms of what the
preceptor has to attest to or certify.

The current rule sinply states a total
nunber of hours of training and experience. Yes,
i ndeed, there are particular topics that are covered
that are supposed to be included in the training and
experience. But the attestation at the bottomby the
preceptor is sinply referring to the totality of that
-- the 700 hours, and what has been covered in that
700 hours, and the ability of the individual to serve

i ndependent|y.
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Infact, it saystheindividual -- thisis
the -- what the preceptor is attesting to. "The
i ndi vi dual has satisfactorily conpl et ed t he

requirenents in paragraph C(1), which 1is the

alternative pathway" -- and this is conmon for the
other as well -- "of this section, and has achi eved a
| evel of conpetency  sufficient to function

i ndependently as an authorized user for the nedical

uses aut horized under,"” and so forth.

That’s all that’s being asked for, and no
detailed records are required, as Donna-Beth had
menti oned, on the part of the preceptor in order to
make this attestation and provide the required
certification.

DR, WLLI AMSON: Thank you for that
clarity.

CHAI RVAN CERQUEI RA:  Yes.  And, Doug,
getting back to sone of your points, | nean, initially
when this was being drafted, we had put in specific
hours in terns of didactic-type material. And it was
actually the SNM that did not want any of that in
there, and it was really at their request that that
was taken out for the 200 users, and it was just |eft

to 700 hours total, w thout any docunmentation, you

know, of specific areas covered.
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DR EGGELI: Now, the only thing that’s

unresolved is essentially, since the NRC wants an AU
to sign off, there’s areason for that. The question
is: what is the liability effectively of the
preceptor in this process? The only -- and |
understand the Society’s goal in elimnating |ists.

But yet for the person who actually
functions as the preceptor, the list serves as a
backup referenceif the credential s of the individual,
fromthe radiation safety point of view -- not from
the point of view of nedical practice but fromthe
radi ati on safety point of view, are ever questioned.

It would strike ne that the -- that NRC
wants an AU s signature because they want sonmebody
that they can hold responsi bl e.

CHAI RVAN CERQUEI RA:  Well, | thinkit’'s a
sinplification that, you know, getting back to Leon’s
poi nt, that the president of the university signs off
wi t hout having -- you know, and he certainly is not
attesting that this person has mastered all of the
mat eri al .

DR EGGEI: But the president of the
uni versity doesn’t have the NRC breathing down his
neck.

CHAI RVAN CERQUEI RA:  No, that’s true. And
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| -- there may be sone inplications that have to be
addressed. But certainly, at this point, | think as
that individual is signing -- and we still have a | ot
of debate, but they have, you know, covered the
material, and they can do it conpetently.

DR. EGA.I: And the RRCs historically have
not | ooked at the -- the RRCs have historically not
| ooked at the content vis-a-vis the NRC requirenents
in great detail, as they -- as they evaluate the
program

CHAI RVAN CERQUEI RA: | think that’ s valid,

yes.
Ron?
DR. ZELAC. The purpose, as | understand
it -- andif there’ s soneone el se that has a different

poi nt of view, please correct nme -- the purpose, as |
understand i t, of havi ng an aut hori zed i ndi vi dual sign
the preceptor statenment is primarily because the
aut hori zed i ndi vi dual knows what the duties are, knows
what the concerns are, knows what it should -- what
i nformati on and know edge is required in order for
this individual for whom he or she is signing to
function independently as the authorized whatever.
That’ s the purpose, not to have sonme way

to go back to then chastise a preceptor whose
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signatory didn't perform as expected. That’ s the
contrast with the alternative, which has been put
forth several tinmes, to have sonething akin to a
programdirector for a training program sign

The programdirector may or may not be an
aut hori zed i ndi vidual . The programdirector whois an
authorized individual wll «clearly, and should
clearly, know what the requirenents are for a person
to function independently. Whereas the program
di rector m ght be well renoved fromt he specific needs
if he is not, or she is not, actually a user.

CHAI RVAN CERQUEI RA:  That certainly was
the intent all along, but | think what you' re seeing
now is the reality of people getting cold feet and
having to sign that statement. That’'s --

DR. WLLI AMSON.  Well --

CHAI RVAN CERQUEI RA: That’s the bottom
l'i ne.

Yes.

DR. WLLIAVSON:. Well, | think that, you

know, this is sort of a new performance-based, risk-

based -- no, ri sk-informed, per f or mance- based
environnent. We asked for flexibility; we got it.
So, you know, | actually think the burden --

(Laughter.)
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-- the burden is on us and our societies
to kind of come up with reasonable criteria howwe're
going to do this. And | think we should do it
oursel ves rather than ask themto do it, if you want
ny opinion on the matter.

| don’t think this is an issue that we
should ask for laws and nore regulations that --
prescriptive regulations that we have to wite. |
think we should, you know, take the challenge of
keepi ng our own house i n order and sol ve the probl ens
our sel ves.

| think a second point | want to make is
-- respond to Dr. Cerqueira’ s suggestion that we have
an opportunity to change this from an authorized
per son preceptor to sone programdirector or sonethi ng
el se. | think that was recommended and has been | ong
the position of this -- of the ACMU.

| think we can tal k about it as nmuch as we
want. The staff has in their hands an SRM fromthe
Conmi ssioners which said, "No, you're not doing it
that way. The preceptor is goingto betheway it is,
and it’s going to be an authorized person.”™ So, you
know, | think there’s not much they can do except
advi se us how we m ght approach the Conm ssi on again

if we wish to try to at this, you know, |ate nonent
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try to get that overturned.

I just want to point that out as an
el ement of process. The staff, at this point, has no
ability to reverse that decision

CHAI RVAN CERQUEI RA:  Yes. So, you know,
it must be the role of the Chairman’s | ast neeting,
because | can renenber when Barry Siegel had his | ast
nmeeting going into a tirade that sonetines you get
what you ask for.

(Laughter.)

And we’ ve been asking the NRC to get off
our backs for the longest time. Well, now they’ ve
done it, and we’re going to have to assune, you know,
some -- we're going to have to be very careful of the
people we sign off on. That’s part of the
responsibility that we’re assum ng.

But | think all of us on the comittee
five years ago, and on the commi ttee now, woul d rat her
have policing from within than having the NRC
necessarily, you know, inpose sone of these rul es and
regul ati ons.

Al right. Ralph, what’s the next iten?

(Laughter.)

That’ s point one of slide 1.

MR LIETG Do | really need to go on?
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(Laughter.)

Wl |, you know, |I’11 be honest w th you.
I’m still -- what is the resolution regarding
i ndi vidual s and training? Basically, SOL? | nean,

they' re stuff out of |uck?

CHAI RMAN CERQUEI RA: No, | don’t think
there’s a problem

MR LIETG Sadly out of |uck?

CHAI RVAN CERQUEI RA: No. | think, you
know, basically, they can still apply under the old
rul es pre-Cctober 24, 2002, which was, you know, the
al ternate pat hway, or by board certification w thout
any ot her docunentation. So that is in effect until
Cct ober 24, 2005.

Part of thereasonwe’'retryingtodothis
revision is to have sonething el se i n pl ace when t hat
t enpor ary ext ensi on goes away to fi x sonme of the ot her
problens that we identified with the revision which
was i npl enented on Cctober 24, 2002.

So, technically, people who started their
training up until that point can apply either under
the old or the new rules. And so | guess if you
started your --

MR LIETO Vell, I'"'mtrying to think,

okay, let’s say someone cones out of a program in
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Decenber 2005. All right? They have to have a

preceptor statement. OCkay? And --

M5. McBURNEY: Have they passed their
boar ds?

MR, LI ETO -- and/or have passed the
boar ds.

DR. WLLI AVSON: No, they have to pass --

MR. LI ETO Not and/or, but or have passed
t he boards.

DR W LLI AMSON:  No.

CHAI RVAN CERQUEI RA: Wl l, since they
started their -- well, | nean, if they started their
training at a point where the old rule was still in
effect, which will be until Cctober 2005, all they’ ve
got todois present their board certification w thout
anyt hing el se, and that should automatically qualify
t hem

MR. LI ETO No, because the newrules wil|
be in effect after that point.

CHAI RVAN CERQUEI RA: R ght.

MR. LIETG The old ones go away.

CHAI RVAN CERQUEI RA: R ght.

MR. LI ETO  So even though their training
woul d occur under -- when you had the two nethod --

the two -- should | say criteria -- nowyou only have
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t he one.

CHAI RVAN  CERQUEI RA: Yes. But they
started their training whenthe old one was i n effect,
so they apply under either one.

DR. WLLIAMSON: Can | comment on this?
| think that you re wong. | think once the rule
changes, the rule changes.

CHAI RVAN CERQUEI RA:  But what do you --

DR. WLLIAMSON: And it doesn’'t matter
when your training starts, you have to foll owthe new
rule. There is no discussion.

CHAl RMAN  CERQUEI RA: well, | would
di sagree with that, because you can’'t --

DR, WLLIAVMSON:. Well, that's the way it

MR LIETO That’'s my point.

DR WLLI AMSON: Can | try to answer
Ral ph’s question? | think --

CHAI RVAN CERQUEI RA: Wl |, no, no, wait a
m nute, because | -- I'mnot sure |I'mtotally wong.
Leon, | mean, what’'s your feeling as an educat or who
-- when people cone into a trai ning program are they
held to the rules that are --

VI CE CHAI RVAN MALMUD: If you want ny

candi d opi nion as an educator, | don’t know what al

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

138

the excitenent is about, because it’s the sinplest
thing in the world. | don’t know what all of the
concern i s about, because it’'s the sinplest thing in
the world for the training programdirector, or his
aut hori zed user designate, tofill out this formwth
t he resident.

It can be done today. There is no
deficiency that |’ maware of in any training program
In fact, the training programs requirenents for
education far exceed the m nimumrequirenents of the
NRC. So | think we are worri ed about sonething that’s
not an i ssue, and | would have no difficulty at all in

dealing with the issue today.

W have a tradition of filling out these
forms. | don’t see where the enornous workl oad is.
DR. WLLIAVMSON: | guess |'msaying -- |

woul d agree conpletely with Dr. Malnud. | don’t think
there’s a problem | think that, you know, now we
have a board certification pat hway wi t hout a precept or
statement required for alittle while |onger, and we
have an al ternative pat hway.

When the newrul e t akes effect, we’ ||l have
an al ternative pathway that’s essentially just amnor
nodi fication of the one we have today. [It’s very,

very simlar. It’s not going to require very
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di fferent reporting or docunentati onrequirements. W
wi Il now have a board certification pathway that is
t he same except for one nore requirenent, and that is
t he preceptor statenent.

But we’ve just heard there are no new
reporting or documentation requirenents for either
pat hway. So | don’t understand what is the concern
about retrofitting, you know, existing-- students who
are just about to goin the training pipeline. To ne
this seens |like there’s not a problem

MR. LIETG  You know, | -- then, why, on
God’ s green earth, did you guys have ne sit before the
Conmi ssion and present this? W went through it in
t he nor ni ng, and no one -- no one chal | enged t hat t hat
was not needed to be presented.

DR, WLLI AMSON. Wwell --

MR. LIETG There's no way -- hold on.

DR. WLLIAVSON. Al right.

MR, LIETO If this was not -- | nean, you
know, |'m really upset about the fact that | sit
before this Conmission and present this as a
transitional issue whenreally it’s not an issue. |If
it’s not an issue, it should have never even been put
on their plate.

Secondly, if none of these transition
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i ssues are going to be addressed -- in other words,
these are things that we’'re going to just say, "The
rule comes into effect. You have to deal with it.
That’s the way life is.” | nean, that makes it very
sinmple. It makes it sinple for everybody.

Sone peopl e are goi ng to be
di senfranchi sed; others aren’t. But | think, you

know, if that’'s the attitude that we’'re going to

t ake --
DR W LLI AMSON:  No, no.
MR LIETG -- 1 -- well --
DR. WLLI AVSON: Let me defend nyself.
MR LIETG Well, let me finish.
DR, WLLI AMSON: Ckay.
MR. LIETO Then | think that -- that one

of the things that needs to be understood is what this
commttee is going to ask the staff for and what
they’re not. |If these are not transitional issues,
then let’s not discuss them Okay? W’ve got other
t hi ngs on the agenda to address.

DR. WLLIAMSON: | think that in ternms of
ny answer to you it is not clear to me until this
nmonent -- until we had this |ong discussion and got
t he appropri ate feedback fromthe staff that it wasn’t

a valid issue.
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You know, it is only through this
conversation it has sort of -- and detail ed revi ew of
this Form 313A, which | should have adm ttedly maybe
revi ewed before, that it has sort of becone cl ear how
this particular transition i ssue does not seemto be
a problem for NRC. It may be a problem for our
comunity how to absorb it.

But the other point 1is the other
transition issues | think are very inportant. I
t hink, you know, just because, you know, it -- it
turns out upon detail ed review and debate that maybe
there wasn’t so nuch of a problemw th the training
program retrofitting does not mean that the other
i ssues are not perfectly valid.

| happen to think the grandfathering, the
i ssue of AUs not being nentioned on agreenent state
| i censes, the problemof multiple AUs, the probl em of
what do you do when you get a newunit and there isn’t
an AU in your institution who can sign the precept,
all of these are | think really inportant problens.

VI CE CHAI RMVAN MALMUD:. Ral ph, it is a
transition issue, and it’'s correctly brought before
the conmttee.

My poi nt was that what’s bei ng asked of us

i's not an enornopus burden. It’s an additional form
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which we already have a staff to deal with. So we
could actually just say, "Beginning July 1st, for
everyone who hasn’'t conpleted training by July 1,
2004, this formis a requirenent.” And that woul d be
-- that woul d serve everybody well.

| have a questi on about your point, Ral ph.
Wo are you concerned would be disenfranchised?
That’s what | didn't quite grasp. Wio is going to be
di senfranchi sed? Wo are you concerned about?

MR. LI ETO Well, regarding these
transition issues, | think there are issues regarding
medi cal physicists, and there is also the issues
regardi ng authorized users who provide diagnostic
studies with the 1-131 imaging and |ocalization
procedures. These are issues that came up not only
here, they ve conme up | think -- |I'm pretty sure
they’' re on the comment page -- regardi ng t he proposed
rul e, and they are i ssues that have been brought upto
me personal ly by individual s.

VI CE CHAI RVAN MALMUD: But that is the
i ssue that we were just discussing with regard to the
aut horized user certification.

MR. LIETO No. M point was about all of
the transition issues.

VI CE CHAI RVAN MALMUD:  On.
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MR LIETG | nean, if we're going to --
| nmean, basically, the -- you know, the sense that |'m
getting is that the rules, when they cone into effect,
okay, that -- that’s the way we’'re going to have to
deal with them It just gives nme the sense that, why
-- why are we discussing transitional issues? kay?

If the tact is going to be that we're
going to just say, "You've got to conply with the
rul es. When they cone into effect, the newrul es conme
into effect, you have to accommobdate them"™ W' ve
gotten what we want.

DR WLLIAVMSON:. | --

CHAI RVAN CERQUEI RA:  Go ahead.

DR. WLLIAMSON: Okay. | think it’s not
sort of zero or one, black and white. | think that
one transition issue seens to have turned out maybe to
not be as serious an issue as we thought. So that
doesn’t mean the others aren’t.

| really think that our charge hereis to
| ook at the transitionissues, and wi thinthe confines
of the SRM that kind of is right now I think a
realistic political barrier that we can’t transgress,
we need to figure out and help the staff figure out
how we can tinker with the rul e | anguage to make sure

t hat we have, you know, enough flexibility intherule
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| anguage to acconmodate the transition issues.

So it's -- okay. So it’s half and 9.5.
So one issue -- one transition may not be a real
transition issue, or at |east one that concerns the
NRC anynore. It concerns us as a comunity.

But the other 9.5 1 think arereally valid
i ssues, and | think what we need to do is one by one
assess the staff’s views on them |ook at the rule
| anguage, and see if we can tinker with it to make it
have the requisite |l evel of flexibility to accommpdate
these in a satisfactory way. That’s an inportant duty
in the next 30 days that we have to do.

CHAI RVAN CERQUEI RA:  Yes. | agree with
t hat . And then, again, you know, we've got this
revi si on whi ch your comm ttee has wor ked on, whi ch has
gone tothe -- tothe main NRCthat still is going to
need changes to try to give us a fix that’s going to
occur when the old rul e goes away.

DR. WLLIAMSON: Yes. | think they can
accommpdate words like "attest" and --

CHAI RVAN CERQUEI RA:  Ri ght.

DR. WLLIAMSON: -- instead of "certify."
And | think we can probably, you know, nodify the
| anguage. Where | think we will get introubleis if

we try to, you know, run broadsi de agai nst what the
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SRM sai d and decoupl e AU or aut hori zed personage from
bei ng a preceptor. | think that, you know, that w Il
require another ruling by the Commssion to an
alternative SRM

And we didn’t really nmake the case | think
clearly enough to them that we wanted another
decision. If we really thought we needed to do that,
we shoul d have done that in a nore clear form But
that would have required a great deal -- you know,
several hours of analysis and debate to figure out
t hat problem

| think we’ve got a |l ot of work ahead of
ourselves to go through each one of these transition
i ssues in detail.

CHAI RVAN CERQUEI RA:  Yes, | think we do,
and we’'re also going to -- two of our conmttee
menbers are going to be | eaving i n about half an hour
So | think we probably should nove on with sonme of
t hese issues.

DR MLLER Dr. Cerqueira?

CHAl RVAN CERQUEI RA:  Yes?

DR. MLLER | just wanted to make a poi nt
of clarification on sonething that was said earlier.

The expiration date for the old rule is not 2005, it’'s

2004.
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CHAI RVAN CERQUEI RA:  Ckay. You're right.

Ckay. So that’s sooner.

DR. MLLER So that’s part of the reason
for the urgency of trying to get the revised rule
promul gated prior to that happening.

CHAI RVAN CERQUEI RA:  Yes. (kay, you're
right. | m sspoke, you' re right.

Al'l right. So, Ral ph, do you want to go
on wi th some of the other issues? What are we getting
her e?

MR. LIETO  The one naybe that m ght be
the nost straightforward would have to do with the
authorized users of [1-131 for diagnostic purposes
neeting the training and experience for witten
directive use. There are those individuals out there
t hat have -- that do not do t herapeutic applications,
just do the imaging and | ocalization procedures.

Wth the transition of the Part 35
revision that is based on activity, the inmaging and
| ocal i zation procedures for 1-131 nove intoawitten
directive category. And so you now have to have --
well, there is a concern that those individuals are
now going to have to apply as authorized users under
a category that they do not have the training and

experience --
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CHAI RVAN CERQUEI RA: W' re tal ki ng about

t he endocrinol ogists, is that -- no?

MR, LI ETO Not just endocri nol ogi sts, but
it could also be radiologists who are doing just
i maging and |ocalization procedures under the old
Part 200 --

CHAI RVAN CERQUEI RA: R ght.

MR LIETO -- which the |-131 was. It’s
not that they aren’t famliar with the docunentation
aspects for above the 30 mcrocuries, but now they
have to neet the therapy application criteria, which
they -- therapeutic application criteria, which they
did not have to do and have not done before, and may
not have the training and experience for docunenting
it.

VI CE CHAl RMAN MALMUD: Ral ph, these are
peopl e who are currently doing it, currently using
[-131 for --

MR LIETG That's correct.

VI CE CHAI RMVAN MALMUD: -- diagnostic
pur poses, let’'s say in doses up to three millicuries
f or whol e body scanni ng, for post-operative eval uation
of thyroid netastases.

MR LIETO Correct.

VI CE CHAI RVAN MALMUD:  Ckay. And is that
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privilege going to be taken away from then? Won't
t hey be grandfat hered? Question. Actually, Dr. G ay,
do you want to address it? Excuse ne.

DR HOAE: Can | address the issue?

VI CE CHAl RVAN MALMUD:  Dr. Howe.

DR. HONE: Yes. W're currently dealing
with that issue right now on licensing as we're
bringing old licenses into the new Part 35. And what
we’ ve recognized -- it’s even a little nore conpl ex
t han we t hought -- i s that we do have nucl ear nedi ci ne
physi ci ans that are used to using di agnostic |-131 for
whol e body scans.

And we're nmaking sure that those
i ndi vi dual s are granted t he aut hori zati on under 300 to
continue to do those procedures. So they are
grandfathered i nto what they could do before. W are
bringing it up. They are going to be identified as a
limted use under 300 for the less than 30 mllicurie
criteria.

Anot her elenment that we're finding that
you haven’'t addressed is that we have a nunber of
| -131 300 users that in the past we have authorized
for hyperthyroidism thinkingthat they were under 30
mllicuries, and, in fact, they are over. And so

we’ re having to recogni ze themas -- as al so neeting
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the criterion over 30, and giving them the
aut hori zation on the license that they can use that
mat eri al .

Your other issue is that current nuclear
medicine people in training wll have to neet
additional criteria, and they will have to neet the --
| think it’s 80 hours of therapy training and
experience that’s for the 30 -- for the 392 or the
393, dependi ng on how nmuch activity they' ||l be using
|l ater. They will need to neet that criteria, but they
won’t have to neet the full 300 -- the 390 criteria.

MR. LIETG Well, is there a concern that
you' re going to have on their -- on the |icense they
will be listed as being qualified or authorized for
under 33 mllicuries for therapy application when
really they don’t have the traini ng and experi ence for
it? O is it going to be specific -- nore specific
t han t hat?

DR. HOWE: They are not going to be
aut horized for full 300 use, because their training
and experience is under the 392/394. So they will be
authorized to use under whatever the activity --
maxi num activity is for 392, or the maxi numactivity
for -- the minimumactivity for 394.

So that authorization will be in 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

150

| i cense, so that those physicians can continue to do
what they had historically been doing.

DR. W LLI AVSON: What about new
physi ci ans? \Wat about -- you know, it seens to ne
t hat the nucl ear nmedi ci ne i magi ng peopl e are t he nost
gual i fied people toread these |-131 uptake exans. So
how could -- | think the question before us is: how
can we nodify the rule in a perspective way to make
sure that this group of people in the future doesn’'t
get di senfranchi sed?

VI CE CHAl RVAN MVALMUD: | f | may, | believe
that Dr. Howe has just explained to us that the
current users will be grandfathered for [-131 for
di agnosti c purposes and | -131 for t herapeuti c purposes
i n excess of the assunption of 30 mllicuries, which
had been the limt, but which will be raised to sone
hi gher nunmber. Did | understand you correctly?

DR. HONE: W don’t distinguish between
di agnostic and therapy anynore. It’'s --

VI CE CHAIl RVAN MALMUD:  All right.

DR. HOAE: -- a written directive or not
awitten directive. So they will be authorized for
-- so if you were a diagnostic nuclear nedicine
physician that was doing three to five mllicurie

whol e body scans, then you'll be authorized for 200
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use, and you' |l be authorized for 300 for use for
which a witten directive is required for materials
under so many millicuries, whichis the 392 criteria.

VICE CHAIRVAN MALMUD: How many
mllicuries is that in the 392 criteria? The reason
| " masking the questionis it’s relevant clinically,
you know, that if the patient is being treated for
Grave’'s Disease, in general the dose would be |ess
than 30 mllicuries, but not always. But if they're
being treated for Plunmer’ s Di sease, t he dose m ght be
hi gher, up to 50 mllicuries, roughly speaking.

DR. HOAE: Yes. The nunbers in here are
33 miillicuries. And what we found out is what we
t hought was an even split earlier at 33 mllicuriesto
the hyperthyroid versus the cancer patients isn't
t here.

There are sone -- sone procedures that are
over 33 that are not for cancer treatnent, and so
we're having to -- to nake sure that those physici ans
are still authorized to do -- use that amount of
activity that they need to use.

VI CE CHAI RVAN MVALMUD:  You ar e, of course,
correct. And those patients who are not cancer
patients, but who require a higher dose of 1-131, are

general ly patients who have Plumrer’s Di sease, which
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is nodular toxic hyperthyroidism -- nodular toxic
goi ter.

So, once again, | think what you're
conmuni cating to us is that those who are currently
provi di ng those services will not be di senfranchi sed.

DR. HOAE: That’s correct.

VI CE CHAIl RVAN MALMUD:  Ckay.

DR HONE: And --

VI CE CHAI RVAN MALMUD: That gives to Dr.
Lieto the assurance that | believe he was seeking in
making this an itemon the agenda.

Is that correct, Ral ph?

MR LIETO Yes.

DR. HOWNE: But one of his issues was that
now an up and com ng 200 physician will have to neet
the criteria, not just of 200 but also sonme of the
criteria in 300, and that is true also.

VI CE CHAI RVAN MALMUD:  Yes, that’'s for an
up and com ng nucl ear physician.

DR. HOAE: That’s correct.

VI CE CHAl RVAN MALMUD:  Yes. | think --

DR. EGAl: O diagnostically valid as --

VI CE CHAl RVAN VALMUD: | beg your pardon?

DR EGE.I: O for a diagnostically

valid --
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VI CE CHAI RVAN MALMUD: Wl |, | think there

the question is a little -- is not being addressed
directly, because Dr. Howe indicates this was for an
up and com ng nucl ear physician, but not necessarily
for a radi ol ogi st who does nucl ear nedi cine. |s that
correct, Dr. Howe?

DR. HONE: It woul d be anyone that woul d
be comng in for 200 uses. | was just using nucl ear
physi cian to kind of distinguish between our --

VI CE CHAIl RVAN MALMUD:  Ckay.

DR HOWE: -- 400, 500, 600 category.

VI CE CHAIl RVAN MALMUD:  Now, if | may, it
would then -- what would then happen is that the
credenti al i ng process for the radiol ogi st who wants to
do 1-131 therapy for thyroid cancer --

DR WLLI AMSON: Yes. Just inmaging.

VI CE CHAl RVAN MALMUD:  You -- no, | don’'t
bel i eve -- were you di scussing i magi ng wi th nore t han
30 millicuries?

DR. EGGLI: No. Inmaging with nore than 30
m crocuries.

DR. WLLI AMSON: Yes, that’'s what we're
di scussi ng.

DR HONE: Yes. And if you' re over 30

m crocuries, which neans you need awittendirective,
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then you' |l come under 35.392, which is | ess than or
equal to 33 mllicuries.

DR EGGELI: At a diagnostic |level that
will not be --

VI CE CHAIl RMVAN MALMUD:  No, you didn't --
woul d you pl ease repeat what you just said, Dr. Howe?

DR. HOWNE: Okay. |If you are a diagnhostic
physi ci an - -

VI CE CHAI RVAN MALMUD:  Radi ol ogi st.

DR. HOVE: -- using nuclear nedicine
procedures, and you’' re using over 33 mcrocuries --
33 microcuries is the point -- 30 mcrocuries is the
poi nt at which you need a witten directive. GOkay?

So you will then have to neet not only
criterion 200, but thecriteriain 392, for those uses
t hat you have. If you are currently doing those
things, we will give you the authorization in your
license to continue to receive that material.

VI CE CHAI RVAN MALMUD:  Thank you. Now,
what about the issue that | believe Dr. Eggli is
addressing, and | think Dr. WIlianmson indirectly
addressed, and that is a radiol ogy resident who will,
| believe under the new ABR rul es, only require four
nont hs of nuclear nedicine training in his or her

resi dency, who finishes the residency, has had a four -
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nmonth rotation in nuclear nedicine, andis at arenote
hospital and wants to use 1-131 in a therapeutic
nodality for either Gave's Disease, Plunmer’s
Di sease, or thyroid cancer, in doses of 10, 20, 50,
100 mllicuries -- mllicuries.

There it would require not an NRC
recognition, but would that require just the
credentialing of the hospital? O would the NRC have
an interest in that as well?

DR. HOWE: W have an interest in
authorization if you go over 30 microcuries, because
you go from200 to 300. W don’t distinguish whether
you’' re diagnostic or you're therapeutic in 300. W
just distinguish that you now need a witten
directive.

But if your practiceislimtedto|-131,
then you have these alternative requirenents in 300
for 392 or 394, which are dependent upon your having
trai ni ng and experience using the amount of materi al
that’s in 392 or 394. Those are not the full
requirements for 390. So you will need to neet the
requi rements in 290 and 392 or 394.

VI CE CHAI RVAN MALMUD: So that if the
trai ni ng supervisor or the authorized user for that

resident, when he or she conpleted this training

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

156

program indicated that that individual had had
experience in the use of 1-131 for the treatnent of
hypert hyroi di smand thyroid cancer, and attested to

that, that individual would qualify for use of 1-131

for -- in doses in excess of 33 mcrocuries?
DR. HOWE: That i ndi vi dual woul d
essentially | think be attesting that they ve

successfully conpleted 80 hours of classroom
| aboratory training applicable to the nmedical use of

sodi umi odi de 131. For procedures requiringawitten
directive, the training must include those itens.

They coul d be done concurrently with the 200, but it

woul d be that 80 hours, and the authorized user could
certify that.

VI CE CHAI RVAN MALMUD: So t he director of
the Residency Training Program or the authorized
user, woul d have to have certified that the radiol ogy
resident, in conpleting his or her four years of
radi ol ogy resi dency, had i ncluded wi thinthat training
80 hours wth respect to the use of unsealed
r adi oi sotopes for therapy.

DR. HOWNE: Well, it doesn’t have to be for
therapy, just requiring a witten directive.

VI CE CHAIl RVAN MALMUD: Ckay. Thank you.

DR. EGE.l: The issue hereis, though, the
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di agnostic i magi ng, not the therapeutic. This person
will have to have 300-level qualifications to
adm nister 500 mcrocuries of iodine MBG for a
standard di agnostic st udy.

DR. HONE: And that’s correct, but it will
be -- ah, that would be 390, because it’s not --

DR EGGE.l: That would be 390.

DR. HOAE: -- sodiumiodide 131.

DR. EGGE.l: That would be 390. So to do
di agnosti c nucl ear nedicine, the conplete spectrum
t he candidate will now have to qualify under 290 and
under 390.

CHAI RVAN CERQUEI RA:  Ri ght.

DR. HOAE: That’s correct.

DR. EGGE.lI: Andthat’s adramatic increase
in the requirenent for diagnostic, not therapeutic,
nucl ear nedi ci ne.

CHAI RVAN CERQUEI RA: Right. Neki, vyou
wanted to nmake a comment ?

MS.  HOBSON: Vell, |I'm you know,
listening to all of this discussion, and it seens to
me the discussion is comng fromthe point of how
these regs are going to affect the physicians, the
health care deliverers.

And | ' mjust wondering, howisit goingto
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affect patients? Are there going to be enough people
out there qualified and licensed or enpowered to
performthe kind of procedures that are needed? O
will patients either have to go wthout those
procedures or travel four hours away to find a
practitioner who is qualified?

So, you know, from a patient’s
perspective, howis this going to --

CHAI RVAN CERQUEI RA: | think therul es are
| ess restrictive, so in a sense it should make it --
t here shoul d be nore peopl e out there avail able to do
it. What we’'re doing now is identifying certain
little unanticipated results, which may prevent sone
physicians from not performng some of these
procedur es.

But that really wasn’t the intent, and
we're trying to find ways of revising the rule which
will allowthat, so that, you know, nucl ear nedicine
physi cians or radiologists who can, you know, do
di agnostic and therapeutic treatnent with 1-131, how
can we nmake it available to them w thout addi ng any
nore restrictions? So | --

M5. HOBSON: Wul dn’t, you know, a person
who is now qualified and authorized to do X

procedure --
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CHAI RVAN CERQUEI RA:  Ri ght.

M5. HOBSON. -- if under the newregs, as
t hey are, you know, applied, understands and sees, oh,
inorder to continue doing this, 1’mgoing to have to
go and have this additional training.

CHAI RVAN CERQUEI RA: Wl |, they would --

V5. HOBSON: Wul dn’t that discourage
t henf

CHAI RVAN  CERQUEI RA: That would be
grandfathered in, but -- for the people that are
currently doing it. But for the new people, it would
be a problem and that’s what we’re trying to resol ve.
And Dr. Howe is going to tell us how we can do it.

O, Jeff, do you know how we can --

DR W LLI AMSON: Wll, | think these
transition issues really do bear on Neki’s question.
So a key one is to nmake sure, you know, in general
ternms that there are enough grandf at hered AMPs and AUs
of various flavors that there doesn’t becone a crisis
in getting new people through the pipeline, and to
al so make sure the grandfathering is done. That’s the
ul timate goal .

| do think, though, this actually connects
with the first issue that Ral ph rai sed, because, you

know, al t hough |’ mnot a di agnostic practitioner, I am
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now under st andi ng t hat nucl ear medi ci ne practitioners
-- up and com ng ones now, not old one but new ones,
who get trained in diagnostic radiology with their
four- or seven-nonth training period -- four nonths,
okay -- four nmonths -- will have board certification
pat hway open to them for 200 uses not requiring a
witten directive.

And they’'re going to have to go through
the alternative pat hway of 35.392, in which case, you
know, that’'s a change, and there will have to be sone
docunent ati on kept .

DR EGEI: | just have to go through
the --

DR W LLI AMSON:  No.

DR. EGAIl: -- not sodiumiodide. W're
tal ki ng about i odide-I|abeled --

DR. WLLIAVEON. Ch, | see.

DR EGA.l: -- radi opharnaceutical s, which
will put them--

DR. WLLI AMSON: (On.

DR EGGEIl: -- into --

DR, WLLIAVSON. Wthin this --

DR, EGA.l: -- 390 for diagnosti c i magi ng.

DR, W LLI AMSON: This is an inportant

point that | think needs to be addressed maybe in
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this.

DR. EGGE.l: W have taken a portion of
di agnostic i magi ng and taken it out of 290 and put it
into 390, and they are | ow dose diagnostic studi es.

DR. WLLIAVSON: So the 35 -- thelimted
i ndication categories, the less than 33 mllicuries
and greater than 33 mllicuries, specifically are
limted to sodiumiodide and not other conpounds of
i odi ne.

DR EGGALI: 392 and 394 are specifically
limted to sodi umi odi de.

DR, WLLIAVMSON:. Well, | think the staff
better consider revising 392 and 394 to allow a
br oader spectrumof radi onuclides to be used in these
categories, so that there isn't this problem It’s
gui te unreasonabl e now to, you know, add this huge
requi rement on i magi ng physicists.

| think this is maybe a place where a
notion i s needed to advise the staff to seek afix to
the rul e | anguage.

CHAI RVAN CERQUEI RA:  So what notion are
you maki ng, Jeff?

DR. WLLIAVSON. Well, | think the --

CHAI RVAN CERQUEI RA: O Doug.

DR. W LLI AMSON: |"m not an expert in
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this. 1’mgoing to suggest one --

CHAI RVAN CERQUEI RA:  John Grahamused to
be. He's no |onger here.

DR. W LLI AVSON: -- of the nuclear
medi ci ne people nmake a notion to --

DR. HOAE: Can | make a quick point?

DR W LLI AMSON:  Yes.

CHAl RVAN CERQUEI RA:  Yes.

DR. HOWNE: If you read 35.40, which is
witten directives, awitten directive nust be dated
and signed by an authorized user before the
adm nistration of 1-131, sodiumi odi de, greater than
sodium iodide, 30 microcuries -- any therapeutic
dosage of unsealed byproduct mterial, or any
therapeutic dose of radiation from a byproduct
mat eri al .

So | think in the MBG you may have
greater than 30 mcrocuries, but it’'s not 30
m crocuries of sodiumiodide. Andsol thinkif it is
not considered a therapeutic dosage, then that
particular usewill still conme under 200. But what we
have to deal with that used to be under 200 that goes
to 300 is the sodium iodide that goes over 30
m crocuries.

DR. WLLI AMSON: So now what |’ m hearing
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-- | just want to -- is that other chem cal forns of
radi oacti ve iodine, organically bound, whatever they
are, that are nore than 30 microcuries can still be
adm ni stered by new 35.200 dipl omates, so to speak,
without awittendirective, eventhoughit exceeds 30
mcrocuries. It couldbe 10 mllicuries, for exanple.

But if it’s sodiumiodide, 10mllicuries,
t hat’ s needed for i magi ng or di agnosti c purposes, that
woul d have to be done through 390 -- 35.392, which
means there i s an extra docunentation pathway that is
not -- or arequirenent that is not currently present
that board-eligible candidates or board-certified
candi dates will have to keep.

CHAI RVAN CERQUEI RA:  Ckay.

DR. W LLI AMSON: Does everyone agree with
t hat ?

CHAI RVAN CERQUEI RA: Yes. Yes. Al |
right. Now, we have soneone in the back who has been
standing there quite along tine, and I -- | didn't
mean to overl ook you.

| " msorry. You’ ve been standingthere for
a while to make comments, and | didn't recogni ze you.
Pl ease --

MR. MOORE: Thanks. |’ mScott Mbore. |'m

t he Chief of the Rul enmaki ng and Gui dance Branch, and
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I"'mDr. MIler’s division

CHAI RVAN CERQUEI RA:  An i nportant person.

MR, MOORE: Thanks. OQur staff briefed you
yesterday on the proposed rule coments and on the
next steps in the rule.

And | guess | just want to nention to you
all that I’ mconcerned about these transitional issues
that you all are talking about now follow ng the
Comm ssion briefing, and sone of the comrents that
wer e mentioned this nmorninginthe Comm ssion briefing
about the proposed rule and the tradition. And since
that falls into ny branch’s domain, | need to bring
themto your attention

Dr. Lieto made conments during the
proposed rul es/ public conment period, but | thinkit’s
i mportant that the commttee under that the commttee
as a whole did not officially comment during the
proposed rul e stage. Dr. Lieto did as an individual,
but the comm ttee did not.

And you all are tal ki ng about how you can
best help us -- the staff -- out on the proposed rul e,
and how you can help us out over the next 30 days.
And, you know, Dr. WIIlianson has said that the staff
better consider revising the rule, and you' d advi se

the staff to seek a fix in the rule.
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But the way you can best do that is to
submit comrents to us as a commttee, and t he coment
period cl osed on Monday, February 23rd. W are just
begi nning to anal yze t hose coments. Although we cut
of f the conment period on the 23rd, we are authori zed
to seek -- to accept comrents after the end of the
comment period if we're able to do so and it doesn’'t
negatively i npact our rul emaki ng process -- nanely, it
doesn’t inpact the schedul e process for the rule.

So if we have conments trickle in after
t he comment period has cl osed, and we can take them
and it doesn’t inpact our rul emaking, then generally
we' Il consider them So if the commttee itself can
get coments, and get conbined comments from the
conmittee to us as a conmittee set of comments, then
we could consider themin the rule.

They would get docketed, and we would
consi der themas ACMJ coments with respect to the
rule, and we would be able to consider them in
preparation of the final rule as an ACMJ position
with respect to the proposed rule. And that would
carry a lot of weight, and it would allow us to
consi der where the ACMUI is.

But we could only do that if you got us

somet hing quick. And when | say "quick," | would be
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thinking in terns of a few weeks. Anything beyond a
fewweeks, if it trickled out intothe five-, six-week
timeframe, it becones |l ess and | ess |likely, and then
beyond about six weeks |’ d say we probably woul dn’t be
able to consider that.

| just want to let you all know how you
can be nost effective in interacting with us in the
rul emaki ng process.

Now, if you renenber our presentation
yesterday, | nentioned to you the next step that we
come back to you formally as a commttee is, when
we're in the draft final rule stage, we will cone to
you at the sane point that we go to the agreenent
states with a draft final rule and seek your comments

at that point.

But at that point, we’'ll have sone
prepared text, and you Il be less able to influence
t he process. | nean, we will have drafted words based
on feedback that we will have gotten fromDr. Lieto

and everybody else that comrented on the proposed
rule, and we’ll have sonething crafted.

If youreally want to i nfluence us on the
process, the way to do so is to get sonething on the
record as soon as possible.

CHAI RVAN CERQUEI RA:  Wel |, thank you for
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those comments. And it’s really -- yes, go ahead.
MR, ESSIG |’ve been dying to hand out
some material. I’m afraid we’'re going to |lose a

coupl e of people here, but | didn't want to i nterrupt.

CHAI RVAN CERQUEI RA: Al right. Ckay, if
you can just -- yes.

MR. ESSI G The material that we had
tal ked about earlier -- and I just want to make sure
-- | nmean, | can always nmail it to them but as |ong
as they're here, this --

CHAI RVAN CERQUEI RA: Wl --

MR, ESSIG Particularly to answer Rich
Vetter’'s concernearlier, hereistheletter that went
to licensees on the interim source inventory 1’'1I]
pass, and then the source inventoryitself. |'Ill pass
going in two directions.

Here -- because Conmi ssioner MGaffigan
mentioned that this norning in his presentation -- is
the | AEA Code of Conduct for safety and security of
radi oactive sources. That | wll pass in both
directions.

And then, lastly, for information is the
response |l etter signed by the Chairman that tasks the
ACMJI with doing a reviewof the -- of the input from

Marcus and Siegel. | don’t know that you ve seen
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that, but it’s the last sentence in the letter.

DR. HOLAHAN. And I'd like to clarify for
the record, you were right when you said you got an
e-mail. The letter was attached to the e-mail. It
was a PDF file that was sent out by our contractor.
So you didn't actually receive a letter fromus. It
was a letter signed by Marty Virgilio, but it was part
of the e-mail.

MR. ESSI G Ckay. Sorry for the
i nterruption.

DR. MLLER Is that what you received,

Ral ph, or --

MR, LI ETO | got an e-mail, but | --
there was -- | amal nost -- al nbost absolutely certain
-- | don’t renmenber a PDF attachnment. | don’t knowi f
maybe - -

DR. HOLAHAN: | have the actual file that
was sent out in the inventory, and | can give you a
copy of that. You' ve responded. Your institution has
r esponded.

(Laughter.)

MR, LIETG Oh, God. | can just inmagine
who di d.

(Laughter.)

CHAI RVAN CERQUEI RA:  Well, which really
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brings up another point is --

DR. M LLER That was ny concern earlier.

CHAI RVAN CERQUEI RA:  Who got the letter?
There shoul d be sonebody --

DR. HOLAHAN: | asked Merri Horn to check,
and she has i ndicated that she has recei ved responses
fromall |icensees and the ACMJ, except one.

CHAI RVAN CERQUEI RA: Yet sonme of the

menbers were not aware of it. Ckay.

DR. HOLAHAN. Well, it was sent to your
RSO.

CHAI RVAN CERQUEI RA:  Ckay.

DR. HOLAHAN: So the RSO should have
responded.

CHAI RVAN  CERQUEI RA: Yes. A quick
comrent ?  Yes.

DR. W LLI AMSON: Wll, | don't have a
conmment on these issues. | have a coment on the
transition issues.

CHAI RVAN CERQUEIRA: Al right. So --

DR. WLLI AVSON: W' re going to go back to
t hat .

CHAI RVAN CERQUEI RA:  So we’ | | say good- bye
to Dr. Vetter and Dr. Schwarz. Yes. W need to go

back to the transitionissues, because, you know, they
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need our input. And a |lot of these issues are very
i mportant, and we’re certainly not goingto be ableto
get it done by the end of this neeting, but we need to
have some orderly format and assign i ndividual s to get
this back to themto get the committee’ s input.

Go ahead.

DR. WLLI AMSON: Yes. That is basically
-- you' ve stated ny point very eloquently. | am
concerned that if we don’t work through this list of
i ssues today and figure out which ones really are
i ssues that need to have group conment on, you know,
we're going to be not in a position to make -- create
an informed | etter expressing our concerns.

So, you know, is this issue of the I-131
or 1-125 imaging a real one or not? | --

DR. EGGE.l: | think the issue there is
t here has been non-uniform requests on inspections,
because the i nspectors in Region | have required us to
do a witten directive for all radi opharnmaceutical s
that are iodine-labeled greater than 30 mi crocuri es.

So if it’s only sodium iodide, we have
|l ess of a concern. But as we did our quality
managenment program under the old rule, we were
requiredtodoawittendirective for every i odi nated

r adi ophar maceuti cal over 30 mcrocuries.
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DR. WLLIAVSON: Well, | would say that,

you know, given there’s this doubt, | think our -- I,
first of all, think we should rise to the occasion and
wite a letter as a group, and make sure that within
two weeks we're prepared to, you know, neet by
federally noticed tel econference, or whatever, to
finalize it.

So this should probably be one of the
i ssues that’s nmentioned where we’ re getting anbi guous
or anbi val ent sorts of responses fromvari ous sectors
of the Commi ssion, and that this is a mjor concern
that -- how are 200-level practitioners going to
continue to do various forns of 1-131 inmaging that
t hey have done in the past? As a profession -- new
ones, | nean.

CHAI RMVAN CERQUEI RA:  Neki ?

M5. HOBSON: Yes. | just have one quick
coment . I’m still concerned about continued
availability of these procedures to patients. And
when | see that, you know, the experts on this pane
-- and I'mvery, very respectful of the qualifications
of all the people, besides nyself -- if they don't
even understand what the regulations are really
sayi ng, how are licensees and the inspectors out in

the field going to understand it?
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How can -- like this clarification about
the sodiumiodide. Wuld the average |icensee ever
pi ck up on that, or just, you know, how are you goi ng
to deal with educating people and not have themj ust
say, "Oh, well, never mnd. W’re just not going to

do that anynore.”

CHAI RMVAN  CERQUEI RA: That’s a very
i mportant issue, and, you know, | -- | think it
definitely needs to be addressed. The idea of

wor kshops and sort of when people do sitevisits, it’s
an issue. And certainly the agreenent states, which
are the bulk of the sites out there, hasn’t even been
addr essed.

So | think those are very valid points

that we need to get addressed in really a tinmely

f ashi on.

Ral ph?

MR. LI ETO The point you made about
agreenent states -- Donna-Beth, when you -- in terns

of the tact that’s being taken right now, will that
becone the precedent for the agreenent states to
follow? O will they be -- will they be allowed to --
CHAI RVAN CERQUEI RA:  Transi tion.
MR. LIETG -- develop their own?

M5. McBURNEY: Just speaking for one
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agreenent state, we would be looking at it fromthe

standpoi nt of like for the -- for exanple, the iodine-

131 issue. |If it says sodiumiodi de above a certain
anount, those -- those isotopes that are tagged with
other material than for inmaging would still be under

our equival ent of 35.200.

W woul d probabl y do t he grandf at heri ng of
those current authorized users in the same way that
NRC is doing that. What other -- let’s see. That's
all, yes. And | woul d assune that the ot her agreenent
states would do |ikew se.

W' re kind of paying attention to what
goes up on the web on the QA to keep up to date on --
on how -- how these rules are being inplenented in
order to get an orderly transition into our rulings.

CHAI RVAN CERQUEI RA:  Ral ph?

MR LIETO WII it beupto the licensee

-- | guess, you know, | don’t necessarily need an
answer right now, but will it be left up to the
licensee to make that initial -- that initial request

for change for the i npl enentati on of this newPart 35?
O will it be done as maybe their |icense i s anended?
O is there going to be sonme other trigger for this
license, only when it’s renewed or --

DR. HOWNE: | think you heard today that
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Region I, which is our largest region right now, is
revising the old licenses tothe newPart 35 format as
amendnment requests are comng in.

And t hen, clearly, when we get a question
froma licensee, because of the i ssue of being able to
recei ve material when they’ re only authorized for 200
under their oldlicense, and they are using | -131 over
30 microcuries, those come to the front pretty fast,
and we -- we issue new |licenses for those.

So | think it’s -- it’s happening on a
day-to-day basis. W’ re not waiting for renewals. |
t hi nk Pamwas pretty clear onthat. W’ re not waiting
10 years to bring the Iicenses into conformance with
new 35. W' re doing themas they need to be brought
in. It goes wthout saying that we do it upon
| i censee request, too.

CHAI RVAN CERQUEI RA: Al right. el |,
now, Ralph, this is a very inportant issue, and |
think certainly for the diagnostic community. And I
-- does the NRC staff feel that they’ ve got adequate
input? And | guess in terns of your needs for the
rul emaking, it has to be in witing, doesn't it?
mean, just -- this discussion doesn't really suffice.

MR. MOORE: Yes, sir, that’'s correct. W

need it in witing. W need it on the docket. The
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ACMUI di scussion, although it’s hel pful to hear your
thinking and it gives us background on where you're
com ng out, and it’'s hel pful to hear various sides of
the discussion. 1t’s not the sane, because it’s not
up on the record for other nenbers of the public to
hear .

It needs to be docketed, and it needs to
be docketed through SECY, the sane as all other
comments. For instance, Dr. Lieto comented nuch the
same as the conments that were presented to the
Comm ssion this nmorning, and that needs to be up on
t he docket and docketed through SECY. So we do need
formal conments, yes, sir.

CHAI RVAN CERQUEI RA:  Yes. And | guess all
of the cormittee nmenbers got the material for comment,
but that’'s really not a coment from the ful
committee, which really this neeting shoul d have been
sort of schedul ed around trying to get that -- to get
t hat done.

And 1'd sort of like the commttee and
staff to give ne sone advice -- actually, give Dr.
Mal mud sone advi ce on howto nove forward with getting
t hese coments to -- to them

VI CE CHAI RVAN MALMUD: Wl |, let’s take a

| ook at the bullet points on Ral ph’s page. The first
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one is individuals currently in training prograns.
Now, the question that you raised, Ralph, was, do
these individual -- if | understood you correctly, is,
do these individuals require sone formof attestation
statement for the NRC? |Is that correct?

MR. LIETO | think norethe -- related to
t he docunentation of training and experience for the
preceptor to make the attestation |I think is -- it
woul d be nore the issue.

VI CE CHAI RMVAN MALMUD: And since the new
rul e goes into effect in October "04, is that correct?

DR. WLLIAMSON: It’'s COctober.

VI CE CHAIl RVAN MALMUD:  Cct ober ' 04.

DR W LLI AMSON:  Yes.

VI CE CHAI RVAN NMALMUD: Wuld it seem
reasonable that we reconmend that those entering
prograns after June 30, 04, as you had suggest ed,
Ral ph, be furnished with these statenents at the tine
of completion of their training?

That those enteringthe programafter July
-- after June 30th, neaning those that enter July 1st
or after -- it’s an approxi mately date, sone resi dents
start a week before June 30th, but those entering for
t he academ c year, want to put it that way, begi nning

June -- beginning July 04, would require these
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statenents? Does that create a burden for anyone?
Wul d that satisfy the NRC requirements?

DR, WLLI AMSON: |  thought we had
concluded with this | ong discussion previously that
there -- other than this concern identified
specifically about 392-type uses that there weren't
any additional documentation requirenents from the
poi nt of viewof NRC for applicants com ng via board-
certified pathways, that it was the responsibility of
the community or the individual preceptors to
determi ne what |evel of docunentation they were
satisfied with, and that there is not a need for
fixing the rule | anguage at this time. | thought that
was our consensus.

VI CE CHAI RVAN MALMUD: |Is that correct,
Ral ph?

MR. LIETO Yes. | think the comittee
had decided that the individuals in training was no
| onger an i ssue.

VI CE CHAI RVAN MALMUD: Does t he NRC st af f
require that be in witing fromthis commttee?

MR MOORE: |'msorry. | didn't hear the
background to the question.

VI CE CHAI RVAN MALMUD: l"m trying to

resol ve these i ssues that Ral ph has brought up on the
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transition i ssue page. The first one is individuals
currently in training prograns. This is an issue
which we think really is not one of great substance.

It’s sinply a matter of documentation --
t hat t hose who enter training prograns begi nning July
1st of 2004 woul d require such statenments to satisfy
the NRC requirement fromthe authorized user at the
time of conpletion of their training. Do you want a
statement fromus to that effect?

CHAI RVAN CERQUEI RA: Well, he needs
sonething in witing, | think.

VI CE CHAI RVAN MALMUD: That’ s what | nean.

CHAl RVAN CERQUEIRA:  So |'m - -

DR MLLER  Scott, maybe you could go
t hrough what we just tal ked about with regard to what
woul d be the easiest and fastest |egal path --

MR MOORE: Sure --

DR MLLER -- for the committee to get
us their coments with the least inpact on the
comm ttee.

MR, MOORE: We're | ooking for ways to
simplify the process. VWhat we need is a clear
statenent of what the positionis, and if we | ook at
the transcript there’'s going to be various comrents

about what the position should be.
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If you can clearly articulate what the
position is as a conmittee, it doesn’'t have to be

si gned by everybody. |If sonmebody could clarify what

the position is, it can be even -- we can even
receive, | believe by e-mail, can't we -- we can
receive a position by e-mail, and t hat can be e-nmuail ed

in by the chair of ACMJ or by an ACMJ nenber
speaking for ACMJ to the SECY.

So as far as the individual positions, if
you coul d just clarify what they are and send themin
to SECY --

VI CE CHAIl RVAN MALMUD: | woul d I'i ke to do
that while the committeeis still here, and that’ s why
" masking --

MR, MOORE: Yes.

VI CE CHAI RVAN MALMUD: - - t hat questi on of
you. So ny question is, regarding the first itemon
the agenda -- individuals currently in training
programs -- we have been told that we have no
flexibility on the issue of the person signing off
bei ng t he aut hori zed user. So we’re working fromt hat
as an axiom  Though we nay not be happy with it,
we’'re working with that as an axi omati c basi s.

So do you want a statement fromus which

says that that authorized user docunentation will be
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provided to all those who enter training prograns
after July 1st?

MR. MOORE: Yes. W think you can pass a
noti on here as a comm ttee, and then we coul d take t he
transcripts back and docket that and pull that as a
conmment fromthe transcripts.

VI CE CHAI RMVAN MALMUD:  Yes. | understand
t hat . And what I'm trying to ask you is, is the
statenent that woul d sati sfy your needs, and our needs
at the sane time, one which states that this conmttee
wi Il take the vote, this commttee wi shes to aut hori ze
-- wishes to require, with you, that individuals who
enter training prograns July 1, 2004, or thereafter
will require statements by the authorized user
certifying that they have had the requisite training.

DR. WLLIAMSON: | don’t understand the
substance of the notion. | nean, it doesn’t matter
whet her they entered before or after. The way the
ruleis witten now, come Cctober 2004, everybody who
i s not grandfathered and who wants to be an aut hori zed
personage is going to require a preceptor statenent.

So | think maybe if we di sagree with that
then we need to vote -- soneone needs to nake a notion
sayi ng that graduates who enter a training programon

or before X date should be exenpted from this
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requi rement. And we should just say it flat out, and
then we vote on it, and it’s in the record. And I
think that wll satisfy their needs if it’'s an
official notion of this committee.

VI CE CHAI RVAN MALMUD: Do you wi sh t o make
t hat notion?

DR. WLLI AMSON: Gkay. | think sonebody
who is -- | -- all right. 1’1l make it, so that we
can get going. GOkay. So the ACMJ proposes that the
staff add to the current regul ati on an exenpti on whi ch
allows matriculants into post-graduate training
prograns who enter on or before June 30, 2004, wll
not require a preceptor statement to becone an
aut hori zed person through the board certification
route.

VI CE CHAI RVAN MALMUD:  |s there a second
to that notion?

MR. LIETG  Second.

VI CE CHAI RVAN MALMJUD: Ral ph. Any
di scussion? M. Chairman?

CHAI RVAN CERQUEI RA:  Yes, go ahead.

DR. WLLIAMSON: | don’t think there's a
need for this notion.

VI CE CHAI RVAN MALMUD: There i s a need.

It has to go -- it has to be nade public, and we --
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DR. WLLIAMSON: M. Vice Chair, we have

| think determ ned through conversation with the NRC
staff that there isn't a problemto be solved, and
there is really no need to nodify the rul e | anguage.

DR. EGA.l: The original concern was the
need for docunentation that we woul d have to produce
retrospectively. The NRC staff has now said that
there is no specific required docunentation, which I
think resolves the issue of the people in that
transitional status.

DR. WLLIAMSON: So | would recomend we
not approve this notion.

VI CE CHAI RMAN MALMUD: You can wi t hdraw

DR. W LLI AMSON: | could withdraw the
notion, but |'ve done it -- for the sake of
di scussion, |I’ve put it out there.

CHAI RVAN CERQUEI RA:  Rut h?

M5. McBURNEY: Okay. | agree, | don't
think there is an issue to be coomented on, and this
is pertaining to the current rule. It’s not
pertaining to the proposed rule. So, also, there is
not anissueinthat with this reduced requirenent for
what goes into the preceptor statenent. Ther e

shoul dn’t be a problem
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MR MOORE: If | may? This is Scott Moore

again. It isuptoyou as a conmttee to choose what
to conment on in the proposed rule. One nmethod woul d
be to make notions and have them entered into the

record in the mnutes, and then we would get that

docket ed. Anot her manner would be to send us an
e-mail. Another manner would be to send us a letter.
That -- the nmechanismis up to you.

VI CE CHAl RVAN MALMUD: Those are the t hree
mechani sns.

MR MOORE: And they're --

VI CE CHAI RVAN MALMJUD: Are you proposi ng
that since this conmttee is together now, and since
we’ ve had a di scussion, and since we regard the first
i ssue essentially as a non-issue, that we fornmalize
our statenent and get it into the mnutes and give it
to you now, rather than in an e-mail or by sone ot her
nmeans of conmunication at a |l ater date?

That’ s what -- that was the purpose of ny
noti on, and you made that notion. Have you w t hdrawn
t he notion?

DR WLLI AMSON: I will be happy to
wi thdraw the notion. And if the chair wishes, | wll
try tomake it in a nore negative way, so that you can

have something to enter into the record if that is
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your desire.

VI CE CHAI RVAN MALMUD: Ral ph is very
concerned about people -- about the transitional
i ssues, and I’'mtrying to address the concerns of --

DR. WLLIAMSON: | think not every --

VI CE CHAI RVAN MALMUD: W have to
comuni cate this to the appropriate party. Hereis a
means of comunicating it. W are sitting here
Wuld you rather send an e-mmil than just nmake a
statenment right now?

DR. WLLIAMSON: No. | would rather we
drop this issue and nove on to the nore inportant
ones, because we’ve determined this oneis not really
a problem That woul d be nmy suggesti on.

VI CE CHAI RVAN MALMUD: Does t he NRC st af f
person here feel that there has been adequate
conmuni cation fromthis commttee to himw th regard
to the coomttee’s desires, w thout the notion, and
wi thout the e-mail?

DR. W LLI AVSON: Just this transition
issue. | do not mean to include the other --

VI CE CHAI RMAN MALMUD: |I'mreferring to
the first bullet point.

DR. M LLER: From the NRC staff

perspective, what |’mhearing is you' re not going to
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coment on this issue.
DR. W LLI AMSON: Yes.
DR MLLER Andif that’'sthe commttee’s

view, and that’s what you decide --

DR W LLI AMSON: | will retract the
notion. | withdraw the notion, and I’'ll nake a new
one. The --

VI CE CHAI RVAN MALMUD:  No, you don’t need
to. So the -- go ahead. The absence of a conment

means that we agree with whatever cones down wth
regard to the first issue.

DR W LLI AMSON:  Yes.

VI CE CHAI RVAN NMALMUD: s that the
agreenent of the comm ttee? Ral ph, does that satisfy
you? You presented this.

MR. LIETO Yes, | presented this on
behal f of the conmittee, but I -- | would agree that
we should leave it as a non-issue and nove on.

VI CE CHAI RVAN MALMUD:  Thank you.

Next item AMP grandfathering. Do we
agree to the issue as it is currently being dealt
with? O does the conmittee wish to nake a comment
for the record?

Dr. WIIlianmson?

DR WLLIAVSON: Well, | would like to
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defer.

MR LIETG [I'Ill just restate what ny --

VI CE CHAl RMVAN MALMUD:  Yes.

MR LIETG -- what the concern is.

VI CE CHAI RVAN MALMUD:  Yes, why don’t you
restate it.

MR. LI ETO The concernis is that in nany
states authorized nedi cal physicists -- or that this

is a new designation. So there is not a history to
reference regarding individuals in this category.

In many state -- | don’t knowif | should
say in many, but in several agreenent states
physicists -- authorized nedical physicists --
individuals who are practicing and neeting the
aut hori zed nedi cal physicist definitionarenot |isted
onthe license. So there is not that designation that
they can use as a grand -- to grandfather them

So those are a couple of the nmgjor
concerns. And | don’'t know -- Jeff, is there any
ot her that you can think of?

DR, WLLIAVSON: Well, let’s maybe do t hat
one. | think that’'s -- that’s an inportant one.

VI CE CHAI RVAN MALMUD:  So you’ ve expressed
t he concern.

DR WLLI AMSON:  Yes.
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VI CE CHAI RVAN MALMUD: Do you have a

notion to express beyond the concern?

DR. WLLI AMSON.  Well --

VI CE CHAI RVAN MALMUD: W have two
physicists discussing this at the nonent. Dr .
WI1lianson?

DR. WLLI AMSON: | defer to Ms. M:Burney.

M5. McBURNEY: | don't -- | don’t think
that a comment on the NRC rule would help this
situation. |It’'s nore of a transition issue in those
agreenent states i nwhich authorized nedi cal physi ci st
was not a -- a defineditem and those peopl e were not
already listed on the |icense.

VI CE CHAI RMVAN MALMUD:  So if the NRC is
| ooki ng for guidance, we have no -- no guidance to
gi ve except for a statenent. And the statenent is?

DR. WLLIAMSON: No. | think we do need
to cone up with sonmething, so --

M5. McBURNEY: | nean, you coul d coment
on -- on the concern, but how that would affect the
final rules in this area | don’t know.

DR. WLLIAVMSON: Well, I think we need to
say sonething. Thisisreally aninportant issue. W
need -- it's critical for the conduct of health care

t hat there be a, you know, popul ati on of grandfat hered
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AWMPs or, you know, the systemis going to be in great
difficulty.

So | think we need to nake a notion to the
effect that, you know, NRC needs to consider
alternative |anguage and/or guidance procedures to
ensure that physicists currently practicing or playing
t he rol e of HDR physi ci sts, gamma kni f e physici sts, or
cobalt-60 tel etherapy physicists, or intravascul ar
brachyt herapy physicists, in agreenent states are
appropriately grandfathered, regardl ess of whether
they are nmenti oned by nane on agreenent state or NRC
| i censes.

VI CE CHAI RMVAN MALMUD: That’s a noti on.
Is there a second to that notion?

DR EGGE.I: Second.

VI CE CHAI RVAN MALMUD: It’ s been seconded.
Is there any further discussion of that notion? All
in favor of that notion.

DR MLLER Can | ask a question?

VI CE CHAI RVAN MALMUD: Pl ease do.

DR MLLER Wiy is it only an agreenent
state issue?

MR. LIETO |It’s not. It would be an NRC
-- for exanple, if they're not listed in an agreenent

state, and they go into an NRC state to be added to a
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license, there is nothing to reference that they’ ve
been doing this for -- you know, for X nunber of
years, or whatever. So how woul d the NRC grandf at her
themif they’ve never been listed on a |icense?

M5. McBURNEY: |t’s atransboundary i ssue.

MR LIETG So there is --

DR. WLLIAMSON: And | consider it to be
an i mportant agreenent state i ssue, too, because the
conpatibility level requires NRC -- the agreenent
states to adopt this |anguage, which woul d
di senfranchi se their own physicists if they foll owed
it literally.

VI CE CHAI RVAN MALMUD: WAs t he suggesti on,
therefore, that this be augnented to be an NRC and
agreenment state issue?

DR. WLLIAVSON: Well, | think that -- |
believe it's -- if it’'s addressed in the 3500
| anguage, which 1is conpatibility level B, the
agreenment states will be forced to follow suit.

So ny -- the essence of ny point was that
the rul e | anguage and/ or statenents of consideration
or gui dance, whatever the nmechanismis, because we
don’t know what that is right now, needs to sonehow
ensure that physicists who are playing the functional

roleinlicensed activities for these authori zed AMPs
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of different flavors are grandfathered, regardl ess of
whet her they are nentioned specificallyinthelicense
or not.

So, and a mechani smneeds to be found to
identify and grandfather these individuals who are
playing that legitimate role. That’'s the notion.

VI CE CHAI RVAN MALMUD: |Is there comment?

DR. HOLAHAN: Yes. Gui dance is not a
matter of conpatibility. So only the rules are
compati bl e.

MR. LIETO  So, Trish, then there would
need to be sonething in the final rul emaki ng process
t hat addresses that, is that correct?

DR. HOLAHAN:. Yes, that’s true, if you
wanted to apply to agreenent states as well.

DR. WLLIAVSON: So | think, then, it can
be anmended to say, then, | guess rule |anguage or
statenents of consi derationthat may cl ear the intent,
if you think the statements of consideration would
give you enough of a lever to have transitional
procedures that would conflict with the, you know,
literal word of the rule. That’s up to you guys.
You' re the regul ators.

We have identifiedthe probl emand | think

insist that it be fixed, and I think everyone agrees
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around this table it’s an inportant issue.

VI CE CHAI RVAN MALMUD:  So t hat the notion
m ght sound like this. That the commttee expresses
its concern that current physicists in a variety of
roles in the provision of nedical physics be
recogni zed for their current effort and grandfat hered
accordi ngly under the new regul ati ons.

DR. W LLIAMSON: | preferred my statenent,
whi ch was far nore precise.

VI CE CHAI RMAN MALMUD: Do you wish to
repeat your statenent?

DR. WLLIAMSON: Yes, | wll repeat ny
st at enment .

VI CE CHAI RVAN MALMUD: | was tryingto get
t he noti on.

DR WLLI AMSON: Ckay. Al right. The
ACMUI recommends that the NRC nodi fy the | anguage of
t he newtrai ni ng and experi ence rul e and/ or associ at ed
statenents of consideration to ensure that nedical
physici sts playing the functional role of authorized
medi cal physicist for intravascul ar brachytherapy,
hi gh-dose rate brachyt herapy, cobalt-60 teletherapy,
and cobal t - 60 gamra kni f e t her apy, be grandf at hered as
AMPs in these respective categories regardless of

whet her they are currently nmentioned explicitly in
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agreenent statenment or NRC|icenses at the tine of the
i mpl ement ati on of the new rule.

VI CE CHAI RVAN MALMUD: Thank you. That'’s
a notion. |s there a second to that notion?

PARTI Cl PANT: | second it.

VI CE CHAI RVAN MALMUD: | s t her e di scussi on
of the notion? Al in favor of the notion? Any
opposed to the notion?

M5. McBURNEY:  Abstain.

VI CE CHAI RVAN MALMUD: There’s one
abstention. The rest are affirmatives.

The next itemis the authorized users of
| -131 for diaghostic purposes neeting T&E for witten
directive use. W wi shes to address that concern for
this conmttee tothe NRC, sothat it will be a matter
of record? Ralph, do you want to tackle that one,
or --

MR LIETG I'Il give it atry.

CHAI RVAN CERQUEI RA: O Doug.

MR. LIETG | woul d nove that |icenses be
anended to provide that current authorized users of
sodi umi odi ne- 131 for i magi ng and | ocal i zati on great er
than 30 mcrocuries be allowed -- or continue to be
aut hori zed for those purposes.

VI CE CHAl RVAN MALMUD: That is a notion.
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Is there a second to the notion?

DR EGGELlI: Second.

VI CE CHAI RMVAN MALMUD:. Dr. Eggli. I's
there any discussion of the notion? Al in favor?
Any opposed? Any abstentions? That carries

unani nousl y.

All right. And the fourth itemis --

DR. WLLIAVSON: |'msorry, M. Chair. W
-- we have arelated i ssue on this point to consider
W have dealt only with the grandfathering of current
practitioners of 35.200. | think we need to ensure
that future practitioners inlocalization andinmaging
who current -- are able, through the normal training
pat hway of 35.200, be allowed to practice [-131
i mging when it’s a non-iodated, non-sodium iodide
radi opharmaceuti cal in excess of 30 mcrocuries.
don’t know if | got it out right.

VI CE CHAIl RVAN MALMUD:  Yes, you did.

DR, WLLI AMSON: Ckay.

VI CE CHAl RVAN MALMUD: So the committee --

DR. W LLI AMSON: The regulations, if
necessary, need to be amended before being
i mpl enented, to ensure that that activity can be
carried out under 35.200.

DR EGGE.l: Can | ask a question of staff
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inthat regard? The hours of requirenent for 392, can
t hey be done currently with the 700 hours in 290? O
do they have to be done in addition to the 700 hours
in 2907?

DR. HOWE: You have to | ook carefully at
what the topics are and whether the topics should be
addressing therapeutic or otherwi se. And you have to
make sure you neet your total number of hours for
whi chever category.

DR EGGALl: You’'re saying your -- you say
you' re no | onger distinguishing between therapy and
diagnosis in -- and in 392, which is the | ess than 33
mllicuries. W do not have a problem for future
trai nees for diagnostic purposes if the 700 hours in
290 can be done concurrently with the 80 hours in 392.
However, if they have to be done sequentially, then we
have a problem So the question is: can these hours
be done concurrently?

DR. HOWE: The requirenents in 392 are
that the -- they have to have training applicable to
t he nedical use of sodiumiodide for the procedures
requiring awitten directive. And they nust include
these topics, and they have to have 80 hours of
cl assroomand | aboratory training specifictothat for

sodi um i odi de use.
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DR. EGGLI: Right. But could those 80

hours count as part of 2907

VI CE CHAl RVAN MALMUD: Doug? Excuse ne.
The answer to your question is: by tradition, yes.

DR EGAIl: | know by tradition, but --

DR. HOWE: But, by tradition, you re way
over the 700 hours. It’s mnor.

DR, EGAI: Except that the radiol ogy
residency is decreasing its required time to be nore
conpatible with the new regul ati on.

DR.  HOWE: Ckay. well, it says for
medi cal use for wunsealed byproduct material for
i magi ng and | ocal i zati on studies -- their inmaging and
| ocalization studies. And then you have to neet the
criteria, so --

DR EGGl: Right.

DR.  HOWE: -- |1 think as long as the
objectiveis bothimgingandlocalization, and|-131,
then you' re okay. But if there’'s one that’'s not in

both of them then you' re going to have to add that

little --

DR. EGGLlI: And | do understand that. But
we’' re | ooking at the overlap only. |’ mlooking, innmny
m nd, at the overlap right now, not -- not -- nothing

ot her than the overl ap.
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DR HOAE: | think if you -- if it could

be imaging localization, and it’s also I-131 --

DR EGGI: Right.

DR. HONE: -- and you’'re doing |-131, then
it can cover into the imaging and | ocalization.

DR EGGE.l: COkay. As long as the specific
criteria from 392 are included.

DR HOWE: Yes.

DR EGGE.I: ay. Thank you.

DR. WLLIAMSON: |’ve just heard enough
contradiction from the various headquarters and
regi onal staff that |’ m concerned about non-sodi um
i odi de imaging when it involves doses in excess of
30 mcrocuries of [-131, that | thought maybe we
shoul d go on record, you know, reconmendi ng t hat staff
conb through this new regulation with a fine-tooth
conmb and fix it if necessary to allow 35.200
practitioners in future to do whatever formof [-131
imaging they want to do, excepting sodium iodide
imaging in excess of 30 mcrocuries, wthout

addi ti onal training and experience. That would be ny

not i on.

VI CE CHAI RMVAN MALMUD: That notion -- is
there a second to the notion? | don't think we
have - -

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

197
MR, ESSI G If | could bring up a

procedural issue.

VI CE CHAIl RVAN MALMUD: W don’t have a --

MR. ESSIG You don’t have a quorum

VI CE CHAI RVAN MALMUD: We don’t have a
quor um

MR. ESSI G You just | ost -- Ruth McBurney
left. You need seven.

VI CE CHAI RVAN MALMUD: So we cannot
present that as a notion, though it is neritorious.
W could e-mail you on that issue, and Dr. Howe and
staff are -- would happily accept an e-nail to that
poi nt .

DR. WLLIAMSON: | don’t think we can act
as a group without a noticed neeting. | don’t think
we can --

VI CE CHAI RVAN MALMUD: At our next
t el ephone conference call, we can deal with the i ssue.

DR. WLLIAMSON: Well, that will be too

| at e.

VI CE CHAI RVAN MALMUD: That’'s too | ate.
Al right.

DR, WLLIAVMBON. | think we --

DR. HOL AHAN: You can send it
electronically to -- and then send it into us as --
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when you get --

DR WLLIAMSON: Wthout review --

DR. HOLAHAN: Yes, wi thout a notice.

DR. WLLI AMSON: -- by the public? W can
come up with a joint --

DR, HOLAHAN:  Yes.

DR, WLLIAVMSON. -- ACMUI position?

DR.  HOLAHAN: Because it goes on the
publ i ¢ docunent.

DR. W LLI AMSON: But we can’'t have a
t el ephone conference about it.

M5. W LLI AVMSON: Excuse ne. It |ooks |ike
you have a quorum now.

VI CE CHAI RVAN MALMUD: How many constitute
a quorun? We have seven. W now have a quorum
Ckay.

MEMBER W LLI AMSON: Let’s vote on this
I ssue.

VI CE CHAI RVAN MALMUD: Wul d you just
qui ckly before we |eave the quorum again nake the
noti on? The ACMJI recommends t hat the staff carefully
review the revised part 35 training and experience
rule to ensure that future 35.200 practitioners wll
be all owed to provide |I-131 i magi ng and | ocal i zati on,

excl udi ng sodi umi odi ne, radi opharmaceuticals in any
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dose needed wi thout further training and experience.

MEMBER EGGLI:  Second.

VI CE CHAI RVAN MALMUD: | have a questi on.
Do you nmean any dose?

MEMBER W LLI AMSON:  Any dose i n excess of
30 microcuri es.

VI CE CHAI RVAN MALMUD:  \What about five
mllicuries?

MEMBER W LLI AMSON:  If five millicuries
are needed, then so be it. Five mllicuries.

VI CE CHAI RVAN NMALMUD: That clarifies.
Did you second the notion?

MEMBER EGGLI: | did.

VI CE CHAI RVAN MALMUD: | will call the
vote. Any further discussion of the notion?

(No response.)

VI CE CHAI RVAN MALMUD:  All in favor?

(Wher eupon, there was a show of hands.)

VI CE CHAI RVAN MALMUD: It is unani nous.
W have dealt with all of the issues, Ral ph, that you
br ought before us.

MEMBER EGGLI:  Actually, | would like to
codify in a notion a question for Donna-Beth.

VI CE CHAI RMVAN MALMUD: | just wanted to

ask Ral ph a question before we left this page.
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MEMBER EGGALI: Thisis still onthis issue

of 1-131 for diagnosis.

VI CE CHAIl RVAN MALMUD:  All right.

MEMBER EGGALI : | would like to nake a
notion that the sense of the Conmittee be relayed to
staff that diagnostic use of sodium iodide, which
falls under 392 for diagnostic use only, that the
ACMUI reconmends that there be a clarification that
t hat can be included in the 700 hours of training for
200 use as longas it islimted to diagnostic i magi ng
and localization only and they neet the specific
experience requirenents listed in 392.

MEMBER W LLI AMSON:  Second.

VI CE CHAI RMVAN MALMUD: Is there any
di scussion of that?

(No response.)

VI CE CHAI RVAN MALMUD:  All in favor?

(Wher eupon, there was a show of hands.)

VI CE CHAI RVAN MALMUD: So you have the
spirit of the Cormittee. | think you already told us
that it was okay, but it is nowformalized, Dr. Howe.

MEMBER HOBSON: Dr. Mal nud? These noti ons
are going intothe mnutes. W don’t get the m nutes
li ke for a couple of nonths. Now, will the NRC staff

get the mnutes in atinely fashion so that they can
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be docketed and put into the record?

VI CE CHAI RVAN MALMUD: The NRC staff?
Three nenbers of the staff have shaken their heads
affirmatively.

CHAl RVAN CERQUEI RA:  Yes.

VI CE CHAI RVAN VALMUD: Let the record show
t hat three nenbers of the NRC staff have shaken their
heads affirmatively that they will have received it.

Dr. WIIlianmson?

MEMBER W LLI AMSON:  Well, | think there
are numerous nore i ssues we m ght need to comment on.
| think that | am not personally satisfied that the
rul e | anguage defining preceptor allows the | evel of
flexibility needed to acconmpdate the many scenari os
t hat Ral ph outlined in his presentation this norning.

Exanpl e, ri ght nowpreceptor i s defined as
t he i ndi vi dual who supervi ses and directs and provi des
the training of the authorized person applicant. |
think I am concerned how that is going to fit wth,
just to give an exanple, for exanple, the practice
which acquires a gamm knife and there is no
aut hori zed user on site.

So now | amworried that the restrictive
way i n which the preceptor requirenment is witten may

prevent or preclude, for exanpl e, the nmedi cal director
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of the one-week course in gamma knife fromsigning a
preceptor statement on behalf of that person.

| am worried about a situation if a
practice acquires an HDR devi ce, in which case nost of
the training is provided, actually, by non-licensed
personnel from the vendor, who are not necessarily
even physicians. Wo is going to sign the preceptor
statenent for both physicists and --

VI CE CHAl RVAN VALMUD: Dr. W1 Iianmson, how
is that being handled currently? Wuld you educate
the Conmttee as to howit is occurring currently?

MEMBER W LLI AMSON: Currently, one way it
is being handled is that now board certification
provides the credentials. So there is no need for a
preceptor statenent at all. And basically the
comunity goes and the practice goes and does these
courses and begins the practice.

VI CE CHAl RVAN MALMUD:  Yes.

MEMBER W LLI AMSON: So there isn't a
requirenment. So | am worried nore about the odd
scenarios when a qualified practitioner in the sense
t hat t he community uses the word a "qualified" nedical
physicist, aqualifiedradiation oncol ogi st, cones to
acquire a newnodality. Their trainingis mny years,

decades behind them They have to acquire a new
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nodality. Howis this to be handl ed?

| amnot convinced at this point that the
rule language is sufficiently flexible to basically
systematize the processes that are in effect in the
comunity now by which we get this done because new
users, people, physicians, and physicists, nove from
practice to practice. And they have to acquire
know edge t o conpetently performnewnodalities. This
happens all of the tinme.

VI CE CHAIl RVAN MALMUD:  Ral ph?

MEMBER LI ETO | woul d probably add t hat
al nost any use in section 1000 woul d apply because - -

VICE CHAIRVAN MALMUD: It’s new
t echnol ogy.

MEMBER LI ETO It’s new technol ogy, and
your listing of authorized users and so forth on the
i cense specificallyliststhose nodalitiesin 1000 by
application. Soif you get a newnodality in, whether
it is a AiaSite or TheraSpheres or any of those
nodal ities i n pharmaceuticals as well as the nachi nes
that Jeff mentioned, | would see that |icensee would
be under that sanme situation.

MEMBER W LLI AMSON:  So one thing | could
propose maybe as a specific is to nodify the

definition of preceptor to include not only those who
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di rect and provide the traini ng but have know edge of
t he applicant’s capability to successfully performthe
safety duties associated with the nodality.

VI CE CHAI RVAN MALMUD:  How coul d we have
know edge of the applicant’s abilitywiththe nodality
when the nodality is new? Wy don't we |eave the
definition as it is since the practice as it is has
been unchal | enged thus far?

MEMBER W LLI AMSON: Honestly, | am not
sure howto handle this. | do think you may be ri ght
that it may not be a problem but it mght. | am
concerned that perhaps wthout another 45-mnute
conversation or dialoguewththe staff, we will never
figure that out.

W have to go through these scenarios,
painful as it is, one by one and determ ne whet her
there is a significant issue or not and then advise
the staff how the rule mght or m ght not need to be
change.

VI CE CHAIl RVAN MALMUD:  Dr. Eggli?

MEMBER EGGLI: | knowin a new technol ogy
i ssue for PET CT, nost of the vendors are offering
training opportunities at a site where there is
someone who can preceptor your experience. Does that

not occur while in radiation oncol ogy?
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MEMBER W LLI AMSON: | believe it is

customary with t he gamma kni fe but not for HDR. Wul d
you agree with that?

MEMBER LIETG | would agree with that,
yes.

MEMBER W LLI AVSON: For intravascul ar
brachytherapy, it is alnost exclusively the vendor
that perfornms the training. And they don’t send a
physician out there to do that. They send usually a
cust oner support person who has been well-trained in
the details of the protocol and the technical
operation of the device.

VI CE CHAI RVAN MALMUD: Dr. WIIianson,
isn’t that issue generally dealt with at the | evel of
credentialing within the hospital or the institution
itsel f?

MEMBER LI ETO  Well, you have to submt
t he preceptor.

MEMBER W LLI AMSON: The preceptor is
required to be an authorized person practicing the
sane nodality.

VI CE CHAl RVAN MALMUD: Dr. Zel ac may have
sonme wi sdomfor us on the issue. Dr. Zelac?

DR. ZELAC: I wll try to nmake a

wort hwhil e contribution. Wat | amlooking at is the
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statenments of consideration for the existing rule.
Thi s question of where training could be received and
who coul d sign off onits being successfully conpl eted
was raised at that tine.

| amgoing to read fromthe statements of
consideration. It was the response of the NRCthrough
the conment on this issue. "W, " neaning the NRC, "do
not believe that the rules should prohibit an
i ndi vi dual fromobtainingtraining at | ocati ons whose
activities are supported by conmerci al manuf acturers,
suppliers, or the owners’ investigators."

Here is the critical part, "W will rely
on the preceptor’s witten certification for final
assurance that an individual has conpleted the
required training and experience and i s conpetent to
function independently as an AU."

What these words say to ne is that the
preceptor does not personally have to direct or
provide the training, but he has to essentially be
aware that appropriate training and experience has
been received and is willing to attest to that in the
preceptor statenent.

VI CE CHAI RVAN MALMUD: Thank you for that
i nformation, Dr. Zel ac.

MEMBER W LLI AMSON:  That is why | propose
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the definition of preceptor be changed. So to foll ow,
this has been great that Dr. Zelac brought this up.

So if I go to Nucletron and | have the
training and treatnent planning and | get all of the
training in operating the device and then I go and
talk to nmy col | eague on t he ot her side of town who has
not personally been involved in the provision of this
training to ne and revi ew nny procedures and revi ewt he
training | have gotten with the vendor and presunably
by the relationship, this person already knows ny
background and experience in general, | think it would
be reasonable that this person could attest to ny
conpetence to performthese duties.

So this is a person who has not directly
provi ded the training but who has know edge of ny
clinical capabilities and training and attests that |
will do a good job.

So that is why I woul d propose inserting
those words intotheruletoreally nmake sure that the
rule has the flexibility to acconmodate all of these
bi zarre situations.

CHAI RVAN CERQUEI RA: My onl y concer n about
t hat, maybe nedi cal physicists work well together. |
t hi nk for physicians, sonmetines to find a coll eague

across town who is willing to assume any kind of
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liability when he is goingto be conpeting agai nst you
is going to be difficult.

So, even though that person may have
gotten all of the adequate training, to find sonmebody
who is willing to sign that preceptor statenent may
not be as easy.

MEMBER W LLI AMSON: But it m ght be easier
if we nmake the rule nore flexible. It could be
sonebody across the state line in another city.

MEMBER EGGLI: In the case of this 1000
new t echnol ogy, the person who signs the preceptor
statenent has to be an authorized user or can it be
some ot her aut horized person? For instance, could it
be the RSO of an institution that vouches for the fact
t hat the nedi cal physicist or the physician has gone
and taken the training or does the authorized person
have to be in the sane category? You are shaki ng your
head yes on "sane category."”

VI CE CHAl RVAN MALMUD: | didn’t under st and
the last thing you said. Wo is shaking?

MEMBER EGGLI: Dr. Zelac is shaking his
head yes that it has to be the sane category.

VI CE CHAl RVAN MALMUD:  Sane cat egory.

DR. HOLAHAN: It has to be the sane

cat egory.
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MEMBER W LLI AMSON: So | real |y think does

the staff find it objectionable or does it think it
woul d help ease this transition if we substituted
t hose words into the rul e | anguage?

VI CE CHAI RVAN MALMUD:  Substitut ed which
words for which words?

MEMBER W LLI AMSON: Okay. Currently the
definitionreads, "The preceptor’s person who provi des
or directs the training." | would say, "provides,
directs, or has know edge of."

VI CE CHAI RVAN MALMUD:  We have a conment
from NRC.

MR, MOORE: At the risk of wading into
this, | can inmagine sone potential inplenentation
errors with peopl e shoppi ng for preceptors, especially
i f you get trans-boundary issues goi ng out of state.
| guess | can see, Dr. WIIlianson, out of state. You
can i magi ne t hi ngs goi ng way, way out of state, across
t he country, peoplew llingto sign off things far out
of country and other states entirely.

| guess we would need to find a way in
ei ther inplenentation gui dance or something to guard
agai nst that.

MEMBER W LLI AMSON: Vel |, is the

alternative to do nothing and restrict the practice of
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medi ci ne? Nobody has made an argunent that the way
t hi ngs work now i s broken.

MR MOORE: No. | amnot --

MEMBER W LLI AMSON:  You know, there is a
shortage of radi ati on oncol ogi sts and physicists. So
is ny fix helpful or not?

VI CE CHAl RVAN MALMUD:  We have a conment
fromthe American Coll ege of Radi ol ogy.

MS. FAI ROBENT: | just wanted to point out
an exanple of what we currently do through our
accreditation prograns. And | hate to bring this one
in because currently it is not a nodality that NRC
regul ates, but for PET, for exanple, positron em ssion
tomography, in order for our physicians to becone
recogni zed for our accreditati on program they haveto
have 24 hours of training in PET.

Now, granted, a piece of that, they can
get through the training prograns, the didactic
courses, but there is also an el enent that they have
to go and do sone clinical applications. They go to
another facility. For exanple, one of our physicians
in Texas went to a colleague's facility who was
al ready accredited for PET in New Mexico.

It is not unconmon, at |east for the ACR

positions, to goto other facilities, which nay even,

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

211

in fact, be across country. | don't see any
prohi bitioninconcept that that other authorized user
should not be able to sign as a preceptor for the
second physi ci an.

There is a problemin the definition of
preceptor as it is worded. And in our conments, we
have recommended a sinplistic fix. We tal ked and
debated, Jeff, a | ot about the type of |anguage you
are suggesting, but | think that the renoval of the
word "the" before "training and experience" in the
definition broadens it so that it is not unique to a
specific application and does allow the flexibility.

So | just point that out that it is not
uncommon for physicians to go either across town to
anot her colleague’s facility across state in order to
get that initial training in order to be able to do a
new nodal ity.

DR. HOLAHAN. But | would ask Lynne to
comment. Is it the authorized user in the sane field?

MS. FAI ROBENT: Yes. For exanple, it
woul d be --

DR. HOLAHAN: It is not like an RSO
signing of f?

MS. FAI ROBENT: Yes. For exanple, it is

physi cian to physician, who could then certify that
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they did the clinical. It is not that dissimlar for
what we do for a new physician who wants to do the
t hree iodi ne cases.

If their facility is not currently doing
t he i odi ne t herapi es, they have to go sonewhere to get
their initial three cases. So they would have to go
toafacility and work under an authorized user to do
t hose types of therapies to get those three cases that
are required under 394,

MR, MOORE: This is Scott More again.

| think what Lynne is describing nakes a
|l ot of sense. My comrents had to do with the
term nol ogy "has know edge of." | think you would
probably want to be very careful about | oosening the
standards over broadly and bei ng careful about what
"has know edge of" neans. |Is there a |evel of what
"has know edge of " nmeans? | nean, if one doctor goes
to another doctor and just describes what they did
sufficient, is that "has know edge of"?

VI CE CHAI RVAN MALMUD:  Thank you

Yes?

MEMBER SULEI MAN: | hope this contri butes.
FDA's experience, wll approve the device, wll
approve the drug, we really defer to the I ocal

institution for the credentialing in whatever the
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| ocal state.

But wi th any newtechnol ogy, any energi ng
technol ogy, the vendor really invests quite a bit in
the training to get this thing off and running. So
who is going to teach the very, very first person?

So | think in an energi ng technol ogy, new
procedure and new protocol, you really have to defer
to the expertise of the local facility and the
manuf act urer. Wiere that transforms into a nore
establ i shed new procedure and, all of a sudden, then
you have enough bodi es around to precept the others,
that is the critical thing, but | think you have to
cut a lot of slack early on.

| think people are excited about the
technol ogy. And nobody wants it to fail. So I think
earlier on, there is probably a lot of attention. It
is a case of getting it rolling out.

But where you nake that transition, nmaybe
when you decide to take it out of 1000, | don’t know.
Clearly you have got to rethink the concept of
preceptor at that phase versus |ater on.

MEMBER W LLI AMSON: | think that is a good
poi nt . It certainly adds a big burden to the
manuf acturers to have to fly unnecessarily physici ans

fromone part of the country to another just to have
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a preceptor statenent.

| guess | woul d question whether that is
a good use of resources to significantly nodify the
pattern that is now existent within the regul ated
comunity unless you think it is a clear and present
danger to public safety.

| have not heard anybody nmeke that case.
So that is why | amtrying. | amarguing that | think
t hese rul es should be liberalized to accommpdate t he
current practice as much as possi bl e.

Yes, | suppose peopl e could cheat and so
forth. And maybe gui dance coul d be an indication of
consequences if people didn't take these duties
seriously, but I think to add significant expense to
becom ng an aut hori zed user for HDR or intravascul ar
brachyt herapy, which is not at this point found
necessary by the comrunity, why i npose nore costs and
requirements to do this unless you really think there
is arisk to public safety? And, as | say, | don’t
t hi nk anybody has made that case.

VI CE CHAI RVAN MALMUD:  Havi ng sai d what

you said, do you still feel that your nobtion is
needed?

MEMBER W LLI AMSON:  Well, | thinkit is a
useful notion, yes. | would anend it to renove 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

215

definite article "the,"” which woul d el i m nate anot her
concern with the preceptor definition, which is that
the ruleis not flexible enoughto acconmobdate sort of
mul ti pl e persons signing off on different nodalities.

If you read it literally now, it sounds
| i ke for radiati on oncol ogi sts and physicists, there
has to be a single sort of training person who oversaw
the training in all of these three or four different
nodalities, which the way nedicine is changing so
rapidly and dynamically, that is unreasonabl e.

So I think to elimnate the definite
article "the" toallowexplicitly for the possibility
of multiple preceptors in different areas or even
di fferent maybe one for the didactic part and one for
the practical part would be an appropriate thing to
do.

VI CE CHAI RVAN MALMUD: | amnot famliar
with the sentence or phrase in which it is suggested
that the article "the" be deleted. Does anyone have
that text that they could read to the Conmittee so
that we mi ght hear it? And would you share that with
us? \Which slide?

MEMBER LI ETO  Actually, it was in the
slides fromthis norning. |f youl ook at slide nunber

4, it has the current definitionin section 35.2. It
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states, "The current definition of a preceptor is an
i ndi vi dual who provides or directs the training and
experience required for an individual to beconme” bl ah
bl ah bl ah.

VI CE CHAI RMVAN MALMUD: And it’'s the "the
trai ning"?

MEMBER LI ETO  And the suggestion was to
change that to "an indivi dual who provides or directs
training and experience."

VI CE CHAl RVAN MALMUD: That is a notionto
change the --

MEMBER W LLI AMSON: | am | ooking for the
text here so | can nmeke it specific and focused for
you. 35.2, isn't it?

VI CE CHAI RVAN VALMUD:  35. 2, "Definition.
An i ndi vi dual who provides or directs the training and
experience required for an individual to become an AU,
an AMP, an ANP, or an RSO " And the word that we want
to delete is the third word on the second line? 1Is
that where the "the" appears?

MEMBER LI ETO  Yes.

VI CE CHAl RVAN MALMUD:  And the preferred
wording would be "An individual who provides or
directs training and experience required for an

i ndi vidual to becone an AU, an AMP, an ANP, or an
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RSO *

Dr. WIlianson has made the suggestion
that the word "the" be dropped between the two words
"directs” and "training." |s there a second for that
not i on?

MEMBER EGGLI: 1’1l give it a second.

VI CE CHAI RMVAN MALMUD: It is seconded by
Dr. Eggli. |1s there any further discussion of that
phrase?

MEMBER LI ETO. | guess | would ask NRC
staff for an opi nion. Another suggestion that we had
made this norning was to use the words "an i ndi vi dua
who provi des, directs, or can verify the training and
experience. "

MEMBER W LLI AMSON:  Which is very simlar
to ny suggestion, "has know edge of."

MEMBER LI ETO  You think those are just
equi valent statenments of the sane with different
wor di ng?

MEMBER W LLI AMSON: | think so. My
initial notion was actually a little different.
"Preceptor neans an i ndi vi dual who provides, directs,
or has know edge of training and experience required
for an individual to become” a dot dot dot dot.

DR.  HOLAHAN: I, frankly, |iked your
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wor di ng better.

MEMBER LI ETO O the second on?

DR HOLAHAN: Yes, "verify."

MEMBER W LLI AMSON: | accept that.

VI CE CHAI RMVAN MALMUD: Therefore, the
preferred wording is "An individual who provides,
directs, or verifies training and experience required
for an individual to becone," et cetera. |s that?

MEMBER LI ETO  Yes

VI CE CHAI RVAN MALMUD: That is a notion
fromDr. Lieto. Is it seconded by Dr. WIIianson?

MEMBER W LLI AMSON:  Yes.

VI CE CHAI RVAN MALMUD:  Any di scussi on?

(No response.)

VI CE CHAI RVAN MALMUD:  All in favor?

(Wher eupon, there was a show of hands.)

VI CE CHAl RMVAN NMALMJD: It carries
unani nousl y. Therefore, that is the last bit of
material which | believe we want to convey to NRC
staff with regard to comunication by e-mail, other
means, or this Conmittee.

MEMBER W LLI AMSON: | don’t think so.

VI CE CHAI RVAN NMALMUD: Dr. WIIlianmson
woul d |ike to go on.

MEMBER W LLI AMSON:  Unf ortunately, our two
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radi ati on oncol ogi sts aren’t here, but if they were
here, | woul d ask themif they were satisfiedw th the
wordi ng for the training and experience requirenents
for 35.300, which nowread i n sort of an ambi guous way
but appear if youreadit literally to allowradiation
oncol ogi sts to continue being authorized users for
35. 300 radi opharmaceuticals with board certification
as it is currently adm nistered. That is ny
under st andi ng.

VI CE CHAI RVAN MALMUD:  May | suggest that
in the absence of the two radiati on oncol ogi sts that
we not pursue this el enent of discussion but sonehow
comuni cate with themand get back tothe Cormittee at
the next neeting? |Is that acceptable?

MEMBER W LLIAMSON: It will have to be.
It will be useful to get the staff’s perspective on
the issue at this time so that we are prepared to do
this by e-mail in a tinely fashion.

VI CE CHAI RVAN MALMJUD: We have a full
agenda for e-mail anobng us, you and | in particular.
But in the absence of the radiation oncol ogists, |
don’t think we can really discuss it on their behalf.
Do you?

VMEMBER W LLI AMSON: | think we could find

sone useful information out fromthe staff that woul d
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be material to the discussions.

VI CE CHAl RVAN MALMUD: Do we want to ask
a question of the NRC staff?

MEMBER W LLI AMSON:  Yes, | do.

VI CE CHAI RVAN MALMUD: May we limt that
inquiry to no nore than five mnutes since we are now
ten m nutes beyond our agenda?

MEMBER W LLI AMSON: Al right. Let ne
find the appropriate section. 35.390 currently reads
that "An authorized user is certified by a nedica
speci alty board whose certification process has been”
bl ah bl ah bl ah blah. "To be recognized a specialty
board shall require all candidates for certification
to successfully conplete the mi nimumof three years’
residency traininginirradiation therapy or a nucl ear
medi cine training programor a programin a related
medi cal specialty that includes 700 hours of training
and experience as described in paragraph B.1."

That i s what the words say. They coul d be
read as saying that if you have a resi dency under your
belt in either nuclear nedicine or in radiation
oncol ogy, that you need not satisfy tothe letter all
of the requirenents in paragraph B.1.

Il will nmention the information to the

Comm ttee that paragraph B. 1 includes the 700 hours of
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training and experience and lists many varied and
technical duties that you have to have experience
with, including 12 cases of experience.

So ny questionis, isit theintent of the
staff that the radiation oncology residency to be
recogni zed by the Comm ssion not be held to all of
t hese detailed requirenents in paragraph B.1?

VI CE CHAl RVAN MALMUD: Dr. Howe?

DR. HOAE: | have to admit | had severa
conversations going in each ear at the sane tinme. So
| may not be able to answer exactly.

I t hi nk i f we  took a strict
interpretation, we woul d say that the residency had to
i ncl ude 700 hours of training and experience in basic
radi onuclide-handling techniques applicable to
unseal ed byproduct nmaterial, which may not be in the
resi dency program

Now, the alternative -- and | am not as
famliar with what the board certification criteria
are going to be for 390. In the past, the board
certificationcriteriafor 9301 believe al soincl uded
certifications that the radiation oncol ogists had.
Therefore, they net the 300 criteria by the board
certification route.

But the way the new board certification
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criteria are witten, | don't know if those sane
boards would nmeet the criteria that are going to be
exclusively put into 390.

VMEMBER W LLI AMSON:  Well, | think thisis
a really inportant issue because it is not every
radi ati on oncol ogi st who practi ces radi opharmaceuti cal
t herapy, but certainly a significant mnority has, |
think. Unfortunately, mny coll eagues aren’'t here to
represent the issue, but | think this is a messy and
difficult problem

DR. HONE: And what happened under the ol d
rule was that the requirenents to neet training and
experience requirenents for 300 were 80 hours. W
applied the I-131 nodel to other isotopes because 300
sai d 80 hours of radi opharnmaceutical therapy and they
had 3 cases of 1-131 in either hypothyroidismand 3
cases in thyroid cancer.

W used the sane nodel for going into
strontiumand zevlin or other isotopes. So there was
an 80-hour criteria, where now 390 is a 700- hour

So unl ess we had an equivalent to 392 or
394 for other isotopes, | believe you are right.

VMEMBER W LLI AMSON:  There i s the probl em
| do not think this can be resolved by e-mail. |

think it is a sufficiently inportant issue that |
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believe we nay have to have within the time franme
duri ng whi ch comment s woul d be useful atel econference
that includes the radi ati on oncol ogi sts where we can
attenpt to come to a resolution and vote a notion on
this issue because | think it is a key one that |
think would dramatically change the practice of
radi ati on oncol ogy and basically cl ose, make it nuch
nore difficult for radiati on oncol ogi sts who are not
gr andf at her ed to be abl e to conbi ne
radi ophar maceuti cal therapy with the other therapies
t hat they use.

VI CE CHAl RVAN MALMUD:  Dr. Eggli?

MEMBER EGGLlI: Froma 390 practitioner’s
point of view, | think whatever the reasonable
requirement is for training and experience to handl e
390 shoul d be applied uniformy to anyone who wants to
practice under the 390 rule. | don’t think that a
practitioner who practices in the 400 or 600 series
shoul d have a different requirenent for handling 390
materi al s than anyone el se who practices 390.

So what needs to be, there need to be
appropriate training requirenents. Andthen everybody
needs to junp over that particular bar because the
fact that you can do brachytherapy or external beam

t herapy doesn’t nean that you have the experience to
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do unseal ed source therapy.

| think there should be one set of
criteria for everybody. Whatever the right criteria
are, they should apply across the board to all
practitioners.

VI CE CHAIl RVAN MALMUD: Dr. Zel ac?

DR. ZELAC. | amnot surethisis goingto
add very nuch except to raise the | evel of discussion
a bit. The proposed rule, which, of course, the
conment period on whi ch has nowexpired, reflected the
recommendati ons that staff received fromthe Advi sory
Comm ttee. They are alnost identical to the
recommendati ons that were received fromthe Advisory
Committee with respect to what the qualifications
shoul d be for a particul ar board t o becone recogni zed.

So | ask the question of Dr. WIIianson,
is this now second thought as to what the previous
recormendations were or am | m sunderstanding
sonet hi ng?

MEMBER W LLIAMSON: | think there was a
mstake in the way the reconmendations were
comuni cated to you because the initial result of the
subcommi ttee’s deliberation was to have a sort of a
much nmore general description and | ess prescriptive

description of t he t echni cal training
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requi rement s/ content requirenents inthe 700 hours and
put the 12 cases of experience as a requirenent that
woul d be inposed upon all 35.300 practitioners,
regardl ess of whether they canme through the board
certification pathway or the alternate pathway.
Sonmehow t hat got tw sted around and converted back.
| think in the staff rewite of our position, it was
not noti ced.

So no, | think you will find if you
exam ne the record closely, thelast tinel believe we
even made a motion on this point that you m ght
consi der goi ng back to the Novenber neeting and | ook
at the positions that we took, but I think that we had
a discussion about that and again reconmended that
basically the core set of requirements that are not
common to radiation oncology training are the 12
cases.

And so it was reconmended by the ACMJ
subconmi ttee that those be pl aced out si de of the board
certification pathway as conmon requi renments for both
alternate and board certification pathways so that at
| east the radiation oncol ogy certification coveredthe
di dacti ¢ conponent.

VI CE CHAIl RVAN MALMUD:  Dr. Eggli?

MEMBER EGGLI: | believe that the 12 cases
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is a common conponent, but | also believe that the
safe handling of unsealed sources is an unconmon
component and is not included in nost therapy
resi denci es.

VI CE CHAI RVAN MALMUD: | don’t know what
the content of therapy residencies is. | can’t
address the issue. Once again, | believe that we
shoul d have this discussion with the two radiation
oncologists who are nenbers of this Conmittee
avail able for their input.

MEMBER W LLI AMSON: | think that woul d be
W se. At least we have found out the staff’s
perspective that basically if a notion is not nade
that is nore favorable to the radi ati on oncol ogist’s
current status, they are basically going to be |eft
out in the cold on this issue.

And t hat group of practitioners, whichis
able to provide the continuum of cancer care, is no
| onger going to be able to prescribe that nodality.
That woul d be a great |loss to patients.

VI CE CHAI RVAN MALMUD:  You wer e addr essi ng
a subcommittee. \Wo didthat subcommittee consist of?

MEMBER W LLI AMSON:  The subconmittee was
chaired by Dr. Vetter. It included nyself, Ruth, Dr.

D anond. Were you in it, Ralph? | can't recall
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MEMBER LI ETO  No.

VI CE CHAIl RVAN MALMUD:  And Dr. Nag?
MEMBER W LLI AMSON: | amnot sure if Dr.
Nag was.

VI CE CHAI RVAN MALMUD:  So you may wi sh to

MEMBER W LLI AVMSON: Were you init, Manny?

CHAl RVAN CERQUEI RA:  No.

VI CE CHAI RVAN MALMJUD:  You may wi sh to
have just a telephone <conversation wth that
subconmittee and get the consensus of that conmittee
transmtted to the ACMU Committee. Al right?

MEMBER W LLI AMSON: W1 I do.

VI CE CHAI RVAN MALMUD: Thank you for
bringing it tothe attention of the ACMJ, the entire
Commi tt ee.

| will turn the m crophone back to Dr.
Cerqueira and to Angela WIIianson.

CHAI RVAN  CERQUEI RA: Actual |y, i's
Donna- Bet h Howe goi ng to be doi ng proposed changes to
10 CFR Part 35? | guess we still have that up.

MR. ESSIG May | offer while Donna-Beth
is setting up, if there are any matters of business
that the Conmittee wi shes to pursue in the near term

such as the one that involves the views of our two
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radi ati on oncol ogi sts, we want to pursue it as a
Conmittee, we have a 15-day lead tine for noticing in
t he Federal Register, 15 cal endar days.

So that if we wanted t o schedul e sonet hi ng
now, we shoul d be | ooking at a conference call about
three weeks hence to give us tine to notice it
internally. That neans go through the O fice of the
Secretary, get it over to the Ofice of the Federal
Regi ster, and allow for the 15-day tinme frane to be
met. So what is one thing that you nmay wi sh to think
about before we adjourn today? |f we want to agree on
a date for a conference call, it is about three weeks
out .

CHAI RVAN CERQUEI RA: Now, Jeff, do you
know if Dr. Nag or Dr. Dianond were aware of this?

MEMBER W LLI AMSON: | think they were
aware. Yes, they definitely were aware.

CHAI RVAN CERQUEI RA: And the ACR is
obvi ousl y awar e.

MEMBER W LLI AMSON:  And the ACR i s awar e,
despite the fact they have said not hing.

M5. FAIROBENT: Dr. Cerqueira, there were
di scussi ons throughout ASTRO with the oncol ogi sts.
Dr. Dianond and Dr. Nag are both aware of the issue.

Thi s was al sorefl ected in our comment | etter that was
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si gned by ACR, ASTRO, and ot hers that was subnmitted to

NRC on the proposed rule.

CHAI RMAN CERQUEI RA: So | think the
appropriate course of action would be, Jeff, | think
if you could speak to the other two radiation
oncol ogi st s. And if they feel that it is a
sufficiently inportant issue, then we should try to
schedul e a conference call

MEMBER W LLI AMSON: | think one reason it
hasn’t come up maybe as much as it should have is if
you read the current rule text, literally it |ooks
like it would allowradiation oncol ogists to conti nue
practicing just basically by board certification
al one, which was the situation, is the situation at
the present tine and has been for many years now.

And there was a debate wthin the
comunity about how much this needed to be comment ed
on. | always felt it was a very high-risk situation
tolet it hang on the interpretation of granmar and a
conma.

CHAI RVAN CERQUEI RA: | think Dr. Eggli’s
poi nt is that basically dealing with unseal ed sources
i s a uni que experience which is not available to all
radi ati on oncol ogi sts. And the addition of the cases

woul d certainly strengthen up those requirenents.
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Your subconmittee had that in sonme form

MEMBER W LLI AMSON: W had that. And that
was recommended. And the rewite, | believe, got
|l ost. Unfortunately, our subconmittee didn't review
the final draft closely enough.

CHAI RVAN CERQUEIRA: | think it will be
important to find it. And then certainly the
conference call after the i nput fromthe two radi ati on
oncol ogi sts and the m nutes woul d be --

MEMBER W LLI AMSON: | believe if the
record is exam ned closely, the staff will find this
has been brought up at | east at the last two or three
meetings by both Dr. Dianond and nyself that we were
concerned that the subcomm ttee recomendati ons were
m srepresent ed.

CHAI RMAN CERQUEI RA: So, Tom naybe if
sonebody from staff could try to dig up that
information from the subcommttee, that would help
speed up the process.

Last comment ?

MEMBER EGGALI: | think, as a very m ni num
it should be clear that current practitioners are not
excl uded.

CHAI RVAN CERQUEI RA: R ght.

MEMBER EGGLI: So that if there has to be
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a mechanism of accounting for people who are in
practice, they currently have the appropriate
experience at a very m ni num

CHAI RVAN CERQUEI RA:  Good. | think that
is a good point.

Dr. Howe?

DR. HONE: Yes. |If youw Il renenber back
to Novenber’s neeting, | brought ten issues that our
wor ki ng group had i dentified as we were worki ng on the
i mpl enentation of part 35 that | believe needed
rul emaki ng.

Since that time, we have identified sone
addi tional issues. Some of themare relatively mnor
changes to the rules. Qhers may be nore invol ved.

The first part of the rule that 1| amgoing
to be addressing is 32.74, which is the part of the
rul e that authorizes distribution of seal ed sources
and devi ces by specific |icensees to manufacture and
distribute theseitens to persons |licensed pursuant to
part 35.

If you |look at 32.74(a), you will find
that this is limted to use as a calibration or
ref erence source. That is going to be one issue. And
if you |l ook after the ore, you will see it is for

nedi cal uses |isted under 400, 500, 600.
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The effect of this in nmentioning
calibration or reference sources is that it
specifically excludes our transm ssion sources that
are now included in part 35, in 35.67 | believe. And
so we are recomending that the rule be changed in
32.74 to be for use as calibration, transm ssion, or
ref erence sources so that it parallels those sources
in 35.67.

MR. ESSI G Dr. Howe, | am going to
interrupt just for a second. | aml ooking around the
room and not seeing --

DR. HOAE: What you have to --

MR. ESSIG It was under a different tab

DR. HONE: Yes. It was under an earlier
t ab.

MR. ESSI G So it is under the
seedSel ectron?

DR. HONE: Yes or aml noving out of 10007

MR ESSIG O maybe out of 1000.

DR HOWE: Yes.

MR, ESSIG Yes. W are noving nodalities
from 1000. It got m splaced.

DR. HOAE: That is where the slides are.
Ckay? So the first itemfor this particul ar change

woul d be to add transm ssi on.
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Yes, Ral ph?

MEMBER LI ETO. If | understand this right,
you are tieing it in to the 400, 500, and 600 uses,
correct?

DR. HOAE: No. If you read the part that
-- | don’t have a pointer -- says, "Part 35 of this

chapter for use as a calibration or reference source, "

then there is an "or. The calibration or reference
sources are authorized under 35.67. So | am just
tal ki ng about the 35.67 uses right now.

CHAI RVAN CERQUEI RA:  So t he suggesti on has
been made for a change. | nean, Jeff and Ral ph, do
you see any problens with those changes?

MEMBER LI ETO | woul d definitely support
t hat .

CHAI RVAN CERQUEI RA:  So do you want a vote
fromthe Commttee on that? So is that a notion?

MEMBER LI ETO | woul d nove for approval
of the change as suggested to section 32.74(a).

CHAI RVAN CERQUEI RA: A second on that?

MEMBER W LLI AMSON:  (Rai si ng hand.)

CHAI RVAN CERQUEI RA:  Jeff? Ckay. Second.
Any further discussion?

(No response.)

CHAI RVAN CERQUEI RA:  Call the question.
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Al in favor?

(Wher eupon, there was a show of hands.)

CHAI RVAN CERQUEI RA: Opposed?

(No response.)

CHAI RVAN CERQUEI RA: Okay. Excellent. W
do have a quorum by the way. | saw you.

DR. HOAE: You do have a quorum

MEMBER EGGLI : VWhat about calibration
sources that are used in other sections, |ike PET
calibration and transm ssion sources that really don’t
fall under 400, 500, or 6007

MEMBER LI ETO  That was mnmy question she

j ust answer ed. If you notice, there is an "or.
Where it says, "400, 500, and 600," | ook at the |ine
above. It is restated to say, "Calibration
reference, or transm ssion source or for the uses.”
It would allow for ganma CAMs.

DR. HOMNE: And this is specifically for
t hose byproduct material for persons |icensed pursuant
to part 35. Okay?

CHAI RVAN CERQUEI RA:  (Good.  Next?

DR. HOAE: The next, we are still | ooking

at the sane part of the regulation, 32.74(a). Now we

are focusing after the "or. we are | ooking at for

the uses listed in 35.400 and 35.500, 35.600. The
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point here is the effect is that it specifically
excludes seal ed sources and devices that are under
uses |isted, 35.1000. And so we are recomendi ng t hat
35. 1000 be added to those.

This would only include those sealed
sources and devices that are under 35.1000. And
35. 1000 had a radi opharmaceutical. It would not cone
under 32.74 because it wouldn’'t be a sealed source
device. It would cone under 32.72, which is where we
regul at e radi ophar maceuti cal s and bi ol ogi cs and t hose
types of materials.

CHAI RVAN CERQUEI RA:  Dr. WIIianmson?

MEMBER W LLI AMSON: | amalittle confused
about the intent of this. These are seal ed sources
actual ly used for intravascular treatnent. They are
not calibration or reference sources associated with
it.

DR. HOMNE: No. These are for the uses
|'i sted under 400, 500, 600, or 1000. So these would
be your brachytherapy sources, --

MEMBER W LLI AMSON: | see.

DR. HOWE: -- your HDR units, your LDRs,
your JiaSites, your --

MEMBER W LLI AMSON:  Ckay.

CHAI RVAN CERQUEI RA:  So, Jeff, you support
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t hat ?

MEMBER W LLI AMSON:  Yes.

CHAI RVAN CERQUEI RA: A notion to approve?

MEMBER W LLI AMSON: So noved.

MEMBER LI ETO  Seconded.

CHAI RVAN CERQUEI RA:  Di scussi on?

(No response.)

CHAI RVAN CERQUEI RA:  Call the questi on.
Al in favor?

(Whereupon, there was a chorus of

"ayes.")

CHAI RVAN CERQUEI RA: Opposed?

(No response.)

CHAI RVAN CERQUEI RA: Unani nous. Next
itenf

DR. HOAE: Now we are going to nove into
35. And | have got a nunber of proposed changes that
wi || address how we regulate and the information we
get fromlicensees under 35.1000.

35.12(d) addresses essentially how we
regul ate 35.1000. And it was set up before we
actually inplenented the rule. W believe at this
point that it doesn’t accurately reflect what we are
doi ng.

First, it appears as if -- well, it is
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al so 35.12(d)(1) that you have to neet the radiation
saf ety aspects not addressed i n subparts A through C
That seens to inply that the radiation safety aspects
are all addressed in Athrough C. | believe that it
isisn't clear that subpart M which is your reporting
for nedical events and enbryo/fetus and nursing
infants al so applies to 1000. So this is just to
clarify that.

W expect the 1000 users to conply with
subparts A through C and al so the nedical event and
the other reporting requirenents. So it is just a
clarification. |If you will let me continue, | wll
show you proposed | anguage afterwards.

There is a second elenent to 35(d). It
appears that, as | stated earlier, only the radi ation
safety aspects are all found in subparts A through C
VWhat we are finding is that for sonme of these new
technol ogi es, there are certain parts in A through C
that don’t fit the new technol ogi es.

W are al so finding that nost of our new
technol ogies fit al nost exactly in subparts D, E, F,
G H, which are the imaging localization, witten
directives required, manual brachytherapy, renote
after-loaders, diagnostic devices. A through C are

t he general categories in the regulation.
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MEMBER W LLI AMSON: So | et nme nake sure |

under st and what the problemis. The problemis that
t he way one reads the current statenent is that all of
t he measures nmentioned in Athrough Cnust apply. And
now what you want to do is introduce a fix that
sonehowrelieves the |licensee of having to conply with
t hose provisions of A through C that don’t have any
rel evance to t he 35. 1000 nodal i ty under consi derati on?
| amsorry to be so dense here.

DR. HONE: No. It’s kind of the opposite.
There is an inplication that A through Cshould apply
and apply wi t hout any changes. W are findingin sone
of the energi ng technol ogi es that there are sone parts
in A through C that don't apply to the energing
t echnol ogi es.

MEMBER W LLI AMSON: | t hought that is what
| said.

DR. HOAE: It needs arevisiontoit. And
there is also in the supplenmental information an
implication that the only information we need is the
things that are listed under (d)(1).

In fact, we are finding that some of the
witten directive guidance needs to be nodified for
t he energi ng technol ogies. W are also finding that

nost of our emerging technologies fit al nost exactly
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in the other categories.

And so what | amproposing is that we add
subpart M in addition to A through C, and that we
al so recomend - -

MEMBER W LLI AMSON:  What’ s subpart M? |’ m
sorry.

DR. HOAE: Subpart Mis the reporting for
medi cal events. Just to make it clear, that also
applies. The second part is that we revise 12(d) to
specifically include appropriate radiation safety
requirements in subparts Dthrough Hfor a particul ar
1000 device. In the next slide, I will show you what
| think that particular revision would | ook Iike.

W would say in D, "In addition to the
requi rements of paragraphs B and C, which is you nust
submit an application and provi de a descri ption of the
facility and training experience, | believe, an
applicant for a license to anend the nedical use of
1000 nust i nclude i nformation regardi ng any radi ati on
safety aspects of the nedical use of material that is
not addressed in subparts A through C and Mof this
part. Comm tnents to followradiation safety program
requi rements in subpart D through H that are
appropriate to specific 35.1000 nedi cal use." then we

woul d continue exactly the same wording as currently
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inthe rule

MEMBER W LLI AMSON: | think the origina
way it is stated is so broad any radiation safety
aspects of the nedi cal use of the material that is not
addressed is sort of --

DR HOAE: It’'s too broad?

MEMBER W LLI AVSON: Even those that
haven’t been inmagi ned or nentioned anywhere in the
regulations | find this statenent has al ways bot hered
me.

DR. HOAE: Well, that was not the intent.
The intent was that if we have a specific elenent in
A through C and this one doesn’t quite fit into how
that is described, there could be a nodification to
sonehow fit.

MEMBER W LLI AMSON:  Sonehow.

DR. HOLAHAN: | would like to add that if
you agree in concept, the wording will be --

DR HOAE: It will be totally different.

DR. HOLAHAN: It nay be because we wil |l
come back towith the proposed rule at the tine early
on in the process. And it may change.

DR. HOAE: And as you deliberate, you may
come to the conclusion |l ater onthat you don't believe

there is a change needed.
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CHAI RVAN CERQUEI RA: Ral ph, you had a

conment ?

MEMBER LIETO. Yes. | ama little unsure
as to what exactly is the intent to take sonething
that is currently listed in 1000 and state that it has
to neet all of the requirenents of, say, subpart C
plus these things or isit totake it out of 1000 and
put it in subpart Cwth additional requirenments?

DR. HOAE: Right now the basic radiation
safety program things, you need a radiation safety
officer, you need a witten directive, you need a
programto ensure you are adm nistering therapeutic.
Al'l of that is in A through C, very general.

Those are general concepts. W aren’'t
going to go beyond what is there. But it may be that
this particul ar device doesn’'t fit thewordinginthis

particul ar part.

MEMBER SULEI MAN: | hear what you are
saying. And | read what you are intending. | agree
because it says, "any radiation safety aspects.”" It
is not saying, "other aspects.” How can vyou

anti ci pate what nay be uni que about sone new nedi cal
devi ce that maybe hasn’t been addressed?
So | read this as sort of a catch-all to

some new emer gi ng technol ogy whi ch has got sone very
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uni que characteristic that hasn’'t been addressed
speci fically.

CHAI RVAN CERQUEI RA:  CGood.

MEMBER W LLI AMSON: Wl |, | agree some fi x
i s needed. Ckay? The problens are there are aspects,
safety aspects, of the device which certainly aren’t
captured in A through C and D through H and M t hat
need to be specifically nmentioned, which you have done
in your guidance space. Okay. That is true.

There are al so parts of these regul ati ons
that may or nmay not apply in all of the sections A
through C, A through H and M though naybe the
general concepts are applicable.

| think, as | read it, though, it is very
confusing. And | think since you are planning to fix
it, if you could think of some way in nore ordinary
| anguage to express the intent so it is clear to
practitioners, for exanple, you nmay want to just
explicitly nmention something to the effect that
radi ati on saf ety aspects, as nmenti oned by NRCin their
gui dance for the appropriate device that aren't
menti oned i n bl ah bl ah bl ah parts nust be addressed in
the license application, somehow try to create
phraseol ogy that connects nore with what we perceive

to be the practical process for processing license
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amendnent s.

I think this is a very legalistically
witten sectionthat allows youthelatitude to change
all of these things that perhaps according to the
O fice of General Counsel, it is adequate. But as |
read it as an ordinary working individual, it seens
very obtuse what the intent is.

CHAI RVAN CERQUEI RA: So you have sone
problens with the | anguage, but you have no probl ens
with the addition of D through Hand Mas additi onal
requirements. |Is that correct?

MEMBER W LLI AMSON: | just wi sh the whol e
section were wittenin anore clear and conci se form

CHAI RVAN CERQUEI RA: Right. But | just
t hink given the | ateness, | amjust not certainit is
in our best interest.

MEMBER W LLI AMSON:  No. | am meking the
recommendati on that the whole section be rewitten,
t hi s whol e paragraph be rewitten fromtop to bottom
to make the intention clearer.

DR. HOVE: But potentially we |ook at
35.12(d) and we make revisions, nmaybe not these
particul ar revisions, but we make revisions to nore
accurately reflect --

MEMBER W LLI AMSON: You know, you are
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giving yourself the authority to exenpt individuals
from specific 35 rule requirements, which aren’t

applicable or nmeaningful for the new energing

t echnol ogy. Plus, you are |eaving yourself the
authority to inpose new ones via the licensing
pr ocess.

| agree. That is goodto state, andit is
good to capture these other sections in here. | just
think if you could find a clearer way of describing
this --

CHAI RVAN CERQUEI RA:  So are you naking a
notion to approve the addition of Dthrough Hand Mto
t he new | anguage that she is going to construct?

MEMBER W LLI AMSON: Subj ect to nmaki ng t he
i ntent of the paragraph clearer.

CHAI RVAN CERQUEI RA: Okay. Ral ph, nore
di scussi on?

DR. MLLER Dr. Cerqueira, withregardto
notions, | just want to throwthis out just tolet you
know where are. Donna-Beth’s presentation today |
think throws out some concepts to get a tenperature
fromthe Commttee. Okay? Anything we put out, what
she is tryingtodois to articulate that by taking a
shot at what the |anguage mght be in a proposed

rul emaki ng.
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Anyt hing that comes out of this |I’ve got
to take back and prioritize all of the other
rul emaki ngs that we have on the table. So where it
woul d come out priority-w se woul d be dependent upon
safety significance of the changes.

G ven the | at eness of the hour, | think we
need to get sone feedback fromyou with the concepts.
Are we on the right track? Should we pursue this?
Shoul d she pursue this? Do you agree with pursuing
t hi s?

And then we would go to the rul emaking
branch and get it prioritized and go fromthere. How
soon that woul d be done woul d be dependent upon what
the priority would be.

Scott, did | say that right?

MR. MOORE: Yes, sir. Donna-Beth’s slides
| abel ed "Potential Rul emaking"” are just that. | am
throwi ng these out conceptually. We have what we
woul d call internally to the agency a user need neno
from Tom Essig’'s branch to ny branch requesting
rul emaking on this. And that initiates the action.

CHAI RVAN CERQUEI RA: | understand. W are
just trying to give you feedback.

MR. MOORE: Right.

CHAI RVAN  CERQUEI RA: Taking a vote
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sonetinmes | think just does force the Conmttee to
focus. | don’t think there were any objections to
adding D through Hand N. There were sone concerns
about the specific |anguage.

MR, MOORE: On this, what would help us is
a sense of where you are conceptually on the ideas.
And then with respect to the specific |anguage on
these, we can certainly work it.

It is nowhere near proposed rul e stage.
And priority-wise, it will probably rank out sonewhere
in the nmediumto lower priority as a rule, probably
behi nd some of our security-rel ated rul emakings.

CHAI RVAN CERQUEI RA: So have you got
enough feedback on this issue that you don’t want us
to vote on it? | think everybody was in agreenent.

MR. MOORE: | think that is upto you all
but it sounds to ne |i ke conceptually you support the
idea. It sounds Iike youwuld like us to work on the
exact wording, especially any radiation safety
aspects, yes.

CHAI RVAN CERQUEI RA:  Ckay. That’s good.
So, then, do you want to go to 35.417

DR. HOAE: Yes. 35.41 is the requirenent
for progranms to assure that things that require a

witten directive are adni ni stered i n accordance with
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the witten directive.

If you look at B, this says, "As a
m ni mrum you will have procedures required in A for
the following things." Wen you get down to 4, it
says that "You will have a procedure verifying that
any comput er - gener at ed dose cal cul ati ons are correctly
transferred into the consol es for therapeutic nedical
units authorized in 35.600."

| believe at this tine that it should be
35.600 or 35.1000 so that if you have a therapeutic
medi cal unit and you have data being transferred into
the console, that you do need this, regardless of
where it is coming in the regul ation.

CHAI RVAN CERQUEI RA:  Jeff, do you have any
probl ens?

MEMBER W LLI AMSON:  No.

CHAI RVAN CERQUEI RA:  Any ot her coment s?

(No response.)

CHAI RVAN CERQUEI RA: | mean, we are just
basically adding the 1000. And | think that is

certainly appropriate, energing technol ogi es. Ckay.

35.610(d).
DR. HOAE: Do you want to go back, Ral ph?
MEMBER LI ETO Well, | amtrying to think
of where we mght run into a problem Are we
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concerned about 35.1000 applications involving
t herapeutic treatnents?

DR. HONE: It only involves transferring.
You have got conput er - gener at ed dose cal cul ati ons and
having them directly transferred into consol es of
t herapeutic nmedical units.

So it is not all of 1000. It is just
t hose t herapeutic ones with the conputer-generated - -

MEMBER LI ETO. My concern was i f, say, for
exanpl e, they were going to get into doing treatnent
pl anni ng cal cul ati ons for radi opharmaceuticals. And
you woul d have to do the sanme thing. | amjust going
to be worryi ng about sonmething that is really not an
i ssue right now, but this is potential.

CHAI RVAN CERQUEI RA:  Al'l right. Next?

DR. HOAE: So is everybody agreed on t hat
one?

CHAl RVAN CERQUEI RA:  Yes.

DR. HONE: The next issue is 35.610(d).
That is where a licensee is required to provide
instructioninitially and at | east annually. And then
it goes on to describe who it has to be given to and
peopl e that use therapy units.

Thi s is specifically for renot e

after-loader wunits, ganmma knife, and teletherapy
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units. Wefindthat it is confusingto certain people
about the initial training. W think that there are
several different neaningstoinitial training. There
can be initial training when you get a brand new
device into a facility in which the initial training
shoul d be provi ded by the vendor.

And then there is initial training when
you have an establi shed programand you are bringing
a new person in. That initial training could be done
by the licensee. So what we are recommendi ng i s that
we add a new section to address vendor training and
distinguish it fromthe training alicensee provides,
initial training, and make that difference based upon
the licensee’s experience with the unit; i.e., new
units or units wth significant manufacturer
upgr adi ng.

And so this would be an exanple of
reconmended rule |anguage, where we say "Vendor
training woul d be provided for all operators of a new
therapy unit or therapy unit" -- yes, Jinf

CHAI RMVAN CERQUEI RA:  Jeff?

MEMBER W LLI AMSON:  Yes. | amtrying to
t hi nk. In the 35.600, it doesn't specify what
training the vendor has to provide versus what the

| i censee can provi de wi t hout the vendor’s support. 1Is
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that correct?

DR. HOAE: It doesn’t address vendor at
all.

MEMBER W LLI AMSON: So my question is
right now it is left at the discretion and
responsibility of the I|icensee. So is that you
consi der the current regul ati on i nadequate nowthat it
is sort of left to the licensee based on their
judgment if an upgrade, for exanple, is significant
enough or they buy a new system that they will get
the vendor training or not or nmake sonme other
arrangenents that are suitable to thensel ves?

Right now it is a very nice, not very
prescriptive rule that all ows the users a fair anmount
of flexibility in determ ning what source they access
for the training. Do you really feel it is such a
problem that a nore prescriptive rule identifying
exactly when the vendor has to be involved is
necessary?

DR.  HOWE: W do believe for therapy
devices that are new, new technol ogy, new therapy
devi ces, that vendor trainingis essential becausethe
vendor is really the only one that has the experience
with the unit at this particular tine.

On certain new significant nodifications
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to therapy devices, again, the vendor is the one with
t he experience on what it is doing. W have actually
had a m sadm ni strati on where t he vendor was going to
provide training but didn’t provide training before
first patient use and they didn't understand exactly
t he new changes in the device fromthe precedi ng one.

MEVMBER W LLI AMSON:  Well, | guess | am
wondering. You now have a perfornmance-based rule. |If
you want to put nore detail and conplexity intoit to
specify exactly when the vendor has to be invol ved,
why not |leave it as a performance-based rul e?

Ckay. So there is one anecdotal
experience of where a |icensee could perhaps have
benefitted fromthis, but in general, ny perception
woul d be Iicensees are naki ng good deci si ons when to
i nvol ve the vendors and when to make the changes
t hensel ves. I n the training and experience criteri a,
there is now a role for the vendor in providing
experience for the authorized personages, the
physi ci st and the authorized user for 35.600.

| guess | amquestioning the necessity of
this.

CHAI RVAN CERQUEI RA: Have there been
probl ens or are you just anticipating?

DR. HOWE: Yes, there have been probl ens
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and not only that, but one of the najor differences in
newt echnol ogi es and sone of the ol der technol ogies is
that we do require vendor training in the guidance
because t hose are the peopl e who have t he experi ence.

CHAI RVAN CERQUEI RA: R ght.

DR. HOAE: Mving it into the regul ation
may nmake some of the newtechnol ogies | ess foreignto
the regul ations. And we would already have vendor
training for the new devices.

CHAI RVAN CERQUEI RA:  Yes. Ral ph, you had
a comment ?

MEMBER LI ETO | keepreadingthis, trying
to understand the exact issue that we are trying to
address in a long-termbasis so that we are not just
trying to address this one incident that occurred.

| guess nmaybe if we change this to maybe
"vendor - aut hori zed" because | am not necessarily
absolutely positive that you mght not have the
i censee, an individual with a |licensee or another
| i censee that m ght cone and provide that that is not
t he vendor but nmaybe t he vendor - aut hori zed i ndi vi dual .
That is | think some fine tweaking here.

DR. HOANE: W kind of covered that.

MEMBER LI ETO.  Look for that. So that was

pretty much ny --
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MEMBER W LLI AMSON: | think it is very
difficult.

CHAI RVAN CERQUEI RA: W have another
conmment .

MEMBER SULEIMAN: | will keep it short,
but I think it does happen. | think, no matter how

new t he technol ogy or how fam liar the users think
they are with the nodified version of the new
technology, if you don’t require it or nandate it,
there will be situations where it may be used before
it should be.

And so | think this is just sort of
putting it down as a regul atory requirenent that thou
shalt not start using this unless you have proper
i nstruction.

By taking it out, somebody is going to
say, "Well, it wasn't required.” | can give you sone
exanples, but it is human nature. They wll fee
confortable. They will think they know what to do,
and it will be used inproperly.

CHAI RVAN CERQUEI RA:  Jeff, do you have a
| ast comment ?

MEMBER W LLI AMSON:  Yes. | guess in the
spirit of performance-based regul ation, I amopposed

to changing it fromthe relatively broad way it is
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witten, which | eaves a fair anpbunt of discretion and
responsibility for the user to appropriately involve
t he vendor.

| am thinking of situations where it is
very difficult to get 12 radiation oncol ogists or
physicists together at one time to have the vendor
give the training. | think that perhaps by safety as
not being marginalized in any way, for exanple, the
majority of individuals who operate the system get
vendor training. And then the physicist or |ead
aut horized user is able to sort of train as new
i ndi vi dual s on the new devi ce others who follow. You
just create |I think somewhat of a burden on everybody
for what | am going to speculate is a fairly smal
nunmber of incidents.

DR. HOAE: Now, we are not addressing the
"and ot hers fol | ow' because the "and others follow' is
in part 2. In other words, the |icensee now has
experience with the unit. It is not new It hasn't
had any major revisions. So that is the |licensee.

MEMBER W LLI AMSON:  But you have i n nunber

one, "all operators.” So that neans if you niss one,
if oneis sick that day on the one tinme the vendor can
come, you have created an i nci dent now where t he whol e

operation is out of conpliance because one operator
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was not here.

MEMBER SULEI MAN: | hear you. | think the
NRC staff should just nmke note of that and maybe
consi der that.

CHAI RVAN CERQUEI RA:  Doug and then Leon?
Do you have any comrents?

DR HOAE: So it may be nore on wording.

MEMBER EGAI : In support of Jeff’s
comment, in new technology, train the trainer is a
very comon vendor approach, where the vendor will
come out and train two or three peopl e extensively for
a two or three-week period. And then those sane two
or three people train everybody else in the
institution on that new pi ece of equi pnent.

It may be appropriate to have initial
vendor training of sone portion of the staff, but it
isvirtually inpossibletoget the vendor totrain 100
percent of the staff. | am in support of Jeff
conment .

VMEMBER W LLI AMSON: Yes. Andif you think
about the kind of training that is required for ganma
knife, it is very extensive and expensive. Andif you
t hi nk about the sort of one or two-hour sessions the
vendor has, they are useful, but it is by no neans a

repl acenent for licensee-initiated training and
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testing and observation of workers. So it is really
m ssed.

DR. HOAE: And | recognizethelimtations
on putting all operators in there. W just really
woul d |i ke to have vendor training provided at the
licensee’s facility.

And then we generally have no probl em as
a policy for vendor-trained individuals training
ot hers. W do have policy probl ens when we get to the
ot her people who are three or four generations down
provi ding training on sonething new.

CHAI RVAN CERQUEI RA: | think you have
heard some of the concerns. It is difficult to get
everybody there. Ral ph?

MEMBER LIETO. | don't interpret it that
they all have to be there at that time. It is just
that it has to be provided to thembefore they operate
t he device. So if they are not there that first
what ever, then what | aminterpreting is the vendor
has got to come back and get these others or, as it
says there, individuals certified by the device
manuf acturer. He may train 20 people, and then he
certifies one of those people and they train the
ot hers.

So, | nean, | guess basically | endorse
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it. And | think the wording can be nassaged to
achieve | think Jeff’s concerns.

CHAI RMAN CERQUEI RA: CGood. Al'l right.
Next ?

DR. HOWE: As you know, we added a section
to each energing technology up on the Wb site that
al l owed individuals that had authorization for the
35.1000 use that if the Web site guidance changed,
t hey coul d change their radi ati on safety programto be
in conformance with the new Wb site gui dance w t hout
com ng in for an anendnent. They had to have approval
for that, essentially, in the tie-down condition of
the |icense.

The next step is to nove this into the
regul ations, make it clear that anybody with a 1000
use can revise their radiation safety program to
conformwith the guidance as the guidance is being
updat ed wi t hout needi ng an anmendnent.

So this would involve revising 35.26 to
permt changes based on current 1000 gui dance. And
this woul d probably look like this. The revision is
conpliance with the license or is based on current
gui dance for the 35. 1000 nedi cal use posted on t he NRC
Wb site. Once again, the wording is just a straw man

on t here.
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DR HOLAHAN: And | would like to add we

have to | ook at that seriously because | don’t knowi f
it can be done because of gui dance bei ng changed. So
it is making our guidance into a requirenent.

DR. HOAE: But what it does is the first
guestion came up because of i ntravascul ar
brachyt herapy. |Intravascul ar brachyt herapy before it
noved i nto 1000, it was done by |icense condition. At
that point, we required the authorized user, the
cardiologist and the nedical physicist, to be
physically present. Those were |icense conditions.
The |icensee had to cone in for anendnents.

Now, under 1000, we no | onger require all
three people to be physically present. So generally
as we relax the guidance, this allows licensees to
also relax their programto neet it w thout having to
ask for an anendnent.

CHAI RMVAN CERQUEI RA:  Jeff?

MEMBER W LLI AMSON: Well, | think is very
clearly witten and i ndi cates the dynanic rol e of the
Wb site and guidance. Soif it could be |legally done
this way to allow sonme sort of dynamic character to
the regulations, | amall for it.

| think this if it, again, passes nuster

with your O fice of General Counsel mght indicate a
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nodel you could use to rewite the earlier section
that | objected to, which nentions specifically the
role of the guidance Wb site in indicating which
sections or provisions of A through H are to be
abrogated or to be enhanced in |light of the specific
features of the new nodality.

So | think if it is possible, this is
good. It is very clear. It relates in an obvious way
to the process. And everybody can understand it.

CHAI RVAN CERQUEI RA:  Any ot her coment s?
Usual ly if Jeff likes it, then --

(No response.)

CHAI RVAN CERQUEI RA: Ckay. The last item
35. 20267

DR. HOVE: And in 35.26, there was a
requi rement to keep records of the change. And so
this is a conformng change to 35.2026, where
originally it asks that you keep a copy of the old and
new procedures in the effective date of the change.

And we woul d recommend t hat you woul d al so
keep a copy of the appropriate 35.1000 nmedi cal use Wb
site guidance that you were maki ng your change based
on.

CHAI RVAN CERQUEI RA: It sounds

strai ght forward.
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DR HONE: And | think that is the end,

isn't it? Yes.

MEMBER SULEI MAN: Wy five years?

DR. HOWE: Five years is the current |
think inspection frequency for nost nedical use
licensees. And that is in the current regul ations.

Thank you very much.

VI CE CHAI RVAN MALMJUD: Thank you, Dr.
Howe.

NEXT MEETI NG DATE, AGENDA TOPI CS, MEETI NG SUMNVARY

VI CE CHAI RVAN MALMUD: Can we schedul e our
next neeting now?

MR. ESSI G The piece of paper that you
wer e handed has ACRS and ACNW neetings on it. The
pur pose in handing this out -- and we didn’t have time
to explainit at thetime -- this just shows you when
the roomthat we prefer to neet in, T2B3, i s occupi ed;
that is, it is spoken for by either the ACRS or the
ACNW And so, as you can see, Septenber 8 t hrough 11,
Cctober 7 through 9, Novenber 3rd through 6.

So if we nmeet in the latter half of
Oct ober | woul d t hi nk woul d be a good ti ne because t he
room woul d not appear to be spoken for in that tine.
The ACNWis neeting in October, but they are neeting

inLas Vegas. So | would say any tine after, say, md
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Cct ober .

VI CE CHAIl RVAN MALMUD: M d Cct ober ?

MR ESSIG  Yes.

VI CE CHAl RMVAN MALMUD: Wi ch days of the
week?

MR. ESSIG  Probably Tuesday, Wdnesday
seens to --

VI CE CHAI RVAN MALMUD: Monday, Oct ober
11th i s Col unbus Day.

MEMBER W LLI AMSON:  When is ASTRO? It is
al ways in Qctober.

VI CE CHAI RVAN MALMUD: | don’t know.

MEMBER W LLI AMSON: | don’t know either.

VI CE CHAIl RMVAN MALMUD: Cctober 12th and
13t h good?

MEMBER W LLI AMSON: | don’t know.

VI CE CHAI RVAN MALMUD:  Shall we not set
the date today?

CHAl RMAN CERQUEI RA: Is the 1lth a
hol i day? People tried not to travel.

MR ESSIG Yes. It is Colunbus Day.

VI CE CHAI RVAN MALMUD: The 11th is
Col unbus Day.

M5. WLLIAVSON: If at all possible, let’s

schedul e it now because we don’t knowwhat is goingto
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come up in the future. And we m ght just have to w nd
up taking what we can get |ater.

VI CE CHAI RMVAN MALMUD: Then why don’t we
try for t he 12th and 13th of Cct ober,
Tuesday- Wednesday?

MR ESSIG O maybe Wednesday- Thur sday.

VI CE CHAI RVAN MALMUD: Oh, | see.
Wednesday- Thursday, 13-14. |Is that all right?

DR. HOLAHAN. And can you find out the
dates of the ASTRO neeting and get back to Angel a or
Jef f?

MEMBER W LLI AMSON:  Yes.

VI CE CHAI RVAN MALMUD: So nmake it
Wednesday and Thursday, Cctober 13th and 14th?

MR. ESSIG And do we al so want to pick a
date for, call it, a md-cycle conference call?

VI CE CHAl RMVAN MALMUD:  Yes.

MR, ESSI G And that would be halfway
bet ween now and COctober, so say about three nonths
out, four nonths out?

VI CE CHAI RVAN MALMUD: Wl |, sumer is a
pr obl em

CHAI RVAN CERQUEI RA:  Towards the end of
May.

VI CE CHAI RVAN MALMUD: End of May? All
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right.

CHAl RVAN CERQUEI RA: O June.

VI CE CHAI RVAN MALMUD:  \What about June?
Early June?

CHAI RVAN  CERQUEI RA: It’s just a
conference call. It’s a conference call. It’s not a
nmeet i ng.

MR, ESSI G Yes, just an hour or two
conference call.

VICE CHAI RVAN MALMUD: What  about
Wednesday, June 16t h?

MEMBER EGG.lI: That is the last day of
SNM If you could make it Thursday?

VI CE CHAI RMVAN MALMUD: Thur sday, June

17t h?
MEMBER EGGLI: That woul d be after SNM
VI CE CHAI RVAN MALMUD: kay. Yes. A
conference call. And that would be --

MR. ESSI G You shoul d probably schedul e
it for the afternoon to --

VI CE CHAIl RVAN MALMUD:  Aft er noon.

MR ESSIG -- accommopdate those that are
in the Pacific time zone.

VI CE CHAl RMVAN MALMUD: G eat .

CHAI RVAN CERQUEI RA: VWhat day are we
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consi deri ng?

VI CE CHAI RMAN MALMUD:  Thur sday, June 17
at 1:00 Daylight Saving Time in the East.

DR HOLAHAN: Excuse ne? Dr. Mal nud?

VI CE CHAl RVAN MALMUD:  Yes?

DR. HOLAHAN: May woul d work better if you
want to tal k about the final rul e goi ng out because it
is planning on com ng out approximately the end of
April . So that would give you tine, a couple of
weeks, to look at it. So I would |ook at neeting
sonetime in md to |ate Muy.

MEMBER W LLI AMSON: That is a reasonabl e
situation under the circunstances, md to |ate Muy.

MR.  MOORE: | commented that the next
opportunity for comment on the draft final rule would
be when we issued to you in the agreenent states in
draft final form for 30-day comrent. W are
projecting that that wll happen on April 26
approxi matel y.

VI CE CHAI RMAN MALMUD:  So this should be
after that?

MR, MOORE: In between April 26 and
approxi mately May 26.

VI CE CHAI RVAN MALMUD: How about Thur sday,

May 20th in the p.m? Thursday, May 20t h? Thur sday,
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May 20t h, any objection?

CHAI RMAN CERQUEI RA: St af f shoul d probabl y
send out notices on this so people can check their
cal endars, talk to their spouses, too.

MEMBER W LLI AMSON:  How about the 13th of
May, then?

VI CE CHAI RMVAN MALMUD: The 13th of May?
Is that better for everyone? Thursday, the 13th of
May, 1:00 p.m ?

DR MLLER Wuld that give you
sufficient time if you get the packages around the
begi nning of May to be able to digest thenf

MEMBER LI ETO. O you could use one as a
primary and the other as an alternate.

VI CE CHAI RVAN MALMUD: May 13th is the
date. The 20th is the alternate.

MEMBER W LLI AMSON:  So 1: 00 p. m Eastern?

VI CE CHAI RVAN MALMUD:  1: 00 p. m Eastern
Daylight Time, which will allow us to bring in our
brethren in fromthe Wst Coast. Thank you.

MR. MOORE: Thank you.

MR. ESSIG And is there a need to have a
notice to conference call withinthe next three weeks?

MEMBER W LLI AMSON: | think it is

possi bl e.
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MR. ESSIG Because we can go ahead and
schedule it and then cancel it if need be. |If you
want to meet within the next three weeks, we should
take the action now, start the action tonorrow.

VI CE CHAIl RVAN MALMUD:  That woul d be --

MR. ESSI G If you want to do it on a
Thur sday, that would be Thursday the what, 18th?

VI CE CHAI RVAN MALMUD:  Thur sday.

MR. ESSIG No. That is two weeks out.
Better make it whatever the Thursday is after.

Thur sday, the 25th?

VI CE CHAI RVAN MALMUD: | will be away.
Mar ch.

MEMBER EGGLI: | will also be away that
week.

MEMBER W LLI AMSON:  March 25th | will be
away, too.

MR, ESSIG You'll be away, too? Ckay.
Vell, that is not a good week, then.

VI CE CHAI RVAN MALMUD: What about Tuesday?

MEMBER W LLI AMSON: Monday- Tuesday | wil |
be here.

VI CE CHAI RVAN MALMUD: Tuesday aft ernoon,
the 23rd of March?

MEMBER W LLI AMSON: Yes. I think that
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coul d work.

MEMBER EGGELI: Is that the |ast week of
Mar ch?

VI CE CHAI RVAN MALMUD: No. That is a
conference call Tuesday, the 23rd of March at 1:00
p. m

MEMBER W LLI AMSON: | am | eaving at 3:00
p.m on a flight. | could doit earlier in the day,
but | can’'t do it at 1:00 o’ cl ock.

MR. ESSIG |Is Mnday okay?

MEMBER W LLI AMSON: Mbnday i s okay.

VI CE CHAIl RVAN MALMUD:  Monday afternoon?

MEMBER W LLI AMSON: Mbnday i s okay.

VI CE CHAl RMVAN MALMUD: Monday aft ernoon,
March 22nd at 1: 00 p. m

MR. ESSIG Okay. And what would we |ike
to have on the agenda so that we can put sonmething in
t he Federal Register?

MEMBER W LLI AMSON: | guess training and
experi ence for 35.300.

DR. HOLAHAN:. And do you need to nake sure
that the radiati on oncol ogi sts are avail abl e?

MEMBER W LLI AMSON:  Yes, yes. (Good point

VI CE CHAI RVAN MALMUD:  And what about,

wi Il we have any foll owup, then, on the i ssue at the
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hospital in M chigan?

DR. MLLER Yes. You're goingto needto
have a conference call to fornulate the Commttee’s
view based on the subcomrittee report in dose
reconstruction.

VI CE CHAI RMAN MALMUD:  Right, right. 1Is
t hat okay for you, Jeff, since you will have the dose
reconstruction task?

MEMBER W LLI AMSON: |s what all right with
me?

VI CE CHAI RMVAN MALMUD: That date, Monday,
the 22nd, to discuss it.

MEMBER W LLIAMSON: Ch, in addition to
this other itenf

VI CE CHAl RVAN MALMUD:  Yes.

MEMBER W LLI AMSON:  Yes, | guess. That
depends what informati on we have, | guess.

MEMBER LI ETO G ve a status report?

MEMBER W LLI AMSON: We could certainly
give a status report at the very |east.

MR,  ESSI G Jeff, the only other
information that | am aware of currently that you
haven’t been al ready gi ven woul d be results from any
insights fromany interviews with the daughter. That

is all there is avail abl e.
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MEMBER W LLI AMSON: | think that is

correct. Also, if we woul d hear the factual testinony
of Ral ph as well, | think, would be useful, what he
may be able to tell us.

VI CE CHAI RVAN MALMUD: Do you have the
data that you need to evaluate, Jeff?

MR ESSIG Yes. | can get the data.

VI CE CHAI RVAN MALMUD: Do you have the
data that you need to evaluate the dosinetry
calculations and the letter fromDr. Marcus and Dr.
Si egel ?

MEMBER W LLIAMSON: Do | have the data
that | need? | nmean, there is no data now. There is
an i nspection report with the result. And there are
some arithnetic calculations and assunptions. And
there is the report by Marcus, et al., which raises
some general criticisnse but is not nuch nore
information. Right now there is no basis.

CHAI RVAN CERQUEI RA: | guess the only
other issue related to that is | think Dr. Ml nud
mentioned that Ralph may be included on that
subcommittee, which is fine, but | think his
i nvol venrent by bei ng enpl oyed at t he hospital needs to
be sort of kept in mnd and consi der ed.

VWhat is the feeling of the Cormittee and
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staff? Should he be on it? Should he not be on it?

MR. ESSIG | believe ny recomendation
woul d be that you not have him officially on the
Comm ttee but that you could use himas a source of
factual information. He cannot participate in any
deci si on- maki ng or any recomendati ons.

MEMBER W LLI AMSON: That was ny request,
that we just be allowed to interviewhi mand find out
what he knows.

MR. ESSIG Certainly there is no problem
with that.

MEMBER LI ETO | coul d work on that task,
too, some part of it, with Dr. Malnmud in ternms of the
future recomendati ons.

MR. ESSIG Sure, sure, no problemwth
t hat .

CHAI RVAN CERQUEI RA: Thank you. The
meeting i s now adjourned. Thank you.

(Wher eupon, at 5:08 p.m, the foregoing

matter was adj ourned.)
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