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UNI TED STATES OF AMERI CA

NUCLEAR REGULATORY COWM SSI ON
+ + + + +
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USES OF | SOTOPES
(ACMUI)
+ + + + +
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+ + + + +

ROCKVI LLE, MARYLAND

+ + + + +
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Rockvil | e Pi ke, Rockville, Maryl and, at 8:00 a. m, Manuel
Cerqueira, Chairman, presiding.
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P-R-OCE-EDI-NGS
(8:12 a.m)
MR. HI CKEY: Good norni ng.
PARTI Cl PANTS: Good nor ni ng.
MR. HI CKEY: While we're waiting for Dr.
Cerqueira, |'mgoing onthe recordto nake the fornal
announcenents of the neeting.
" m John Hi ckey, Chief of the Material
Saf ety Branch for NRC
This is an open neeting of the Advisory
Committee on Medical Uses of |sotopes. It's a
transcri bed nmeeting, and it's being conducted in
accordance with the Federal Advisory Committee Act.

And we'll go off the record until Dr.

Cerqueira gets here, and we'll begin the discussions.

(Wher eupon, the foregoi ng matter went of f

the record at 8:13 a. m and went back on the

record at 8:15 a.m)

CHAI RVMAN CERQUEI RA: 1'd li ke to wel cone
everybody, and | guess we have sort of a follow up
di scussi on fromthe Conm ssion briefing yesterday. |'d
alsolike to sort of reiterate the policy that we've
adopted inthe past for these neetings. I'dreallylike
to generate action itemns.

I n goingthroughthe material for today's
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nmeeting, there's quiteabit of mssingstuff there, and
|"d like to avoid that in future neetings. Wat we
really need to do is identify action itens fromthe
di scussi ons, and then have clear foll ow up.

And | think the di scussi on we had yest er day
about maki ng noti ons, taking avote on sonethingif we
need to, which makes it alittle bit nmore formal, and
thenl think as Dr. WIIlianson requested, perhaps sort of
for the record getting some witing back fromthe NRC
staf f Conm ssioners on specificitens that the Conmttee
has brought to their attention just procedurally, I
t hi nk, would be very inportant to do that.

And at sone poi nt during the day, hopefully
bef or e open di scussion, but | think there were two issues
t hat cane up yesterday that we really need to sort of go
formardwith, andthat's theissuerelatedtothe health
physi ci st and t he aut hori zed nedi cal physicist, radiation
safety officers, interns of tryingto resol ve sone of
t hese issues.

If it's, indeed, going to take a new
rul emaking, thenit's better toinitiate the process now
rat her than waiting, and at sonme point |'dactuallylike
to forma subcomm ttee that woul d | ook i nto t hese i ssues
and thentrytonoveit forward, workingwi th the staff
and the Conm ssioners to try to identify the nost
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expedi ent way to get the problemresol ved.

| think it would be very inportant to do
t hat .

As aresult of yesterday's di scussions al so
w th sonme of you, sone of you have cl ose flights tinme-
wisetocatch, andwe' |l try to keep t he agenda novi ng as
much as possible, and | certainly don't want to cut
anybody of f during the di scussions, but | thinkif people
will sort of bear withne, i f we're sayi ng the sane t hing
or people are perhaps taking too long to get to the
point, I will sort of takethe Chair'sinitiativeandtry
to keep things noving.

DR. DI AMOND: Woul d you | i ke us t o suggest
as afirst notiontoday that we actually take a fornmal
vote that as a policy we go and generate alist of action
itens for theresult of our discussions, and that at the
concl usi on of that neeting each of those actionitens
generates a witten response fromthe staff?

CHAI RVAN CERQUEI RA: | think that's a good
idea. Do we have a second on that?

MS. WAGNER SCHWARZ: | second.

CHAI RMAN CERQUEI RA:  Ckay. Any di scussi on?
John?

MR. HICKEY: |If I could just state, the
staff has no objectiontothat. Infact, that is our
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intent, that any resolution or action itemwll| be
respondedtoinwitingandwe'll doit inaformat that,
as Dr. Nag suggested, that a separate response provide
responses just toresolutions and actionitens so that
you don't have to wade through a | arger docunent to
provi de those.

CHAI RMAN CERQUEI RA: And | will attenpt to
work with Angela Wlliansontotry to nake t hese points,
you know, basically sothat we captureit, but I thinkif
we make t he notions, voteonit, she'll have all of the
wordi ng that's appropriate for it, andthat will sort of
trigger what itens we need specific responses to.

Jeffrey?

DR. W LLIAVSON: Well, | was just goingto
ask: is there a mechani smfor sonmebody to go t hrough t he
transcript andidentify all of theseitens? | believe
that's been a problemin the past.

MR. H CKEY: Well, | think the answer to
that is yes, but interns of resources, | thinkit's
better to nmake sure we i dentify themduring the neeting.
It's aproblemfor, you know, one person or two persons
to characterize what, infact, constitutes an actionitem
after thefact. It's better, | think, if we address t hat
during the neeting.

CHAlI RVAN CERQUEI RA: Wl |, again, | thinkif
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we end up taking afornmal voteonit, that clearlyis an
item andif there are other things that we're di scussing
and people feel that they want followup, | think it
woul d be appropri ate at t he concl usi on of t he di scussi on
to make a notion and take a fornmal vote on it.

That woul d make it very cl ear-cut for both
the Commttee as well as the NRC staff.

MR. HICKEY: Yes. |If there is a vote,
there' s no question, but alsoif the Chairman and 1, as
designated official, just announce at the end of the
di scussion that we agree this is an actionitem that
also will be docunmented for the record.

CHAI RMVAN CERQUEI RA:  Sure.

Agai n, jeffrey.

DR. WLLIAMSON: Is it necessary to maybe
appoi nt sonebody as a recordi ng secretary to nake a li st
during the neeting of theseitens? It sounds |ike what
you're proposi ng now.

CHAI RMVAN CERQUEI RA:  Sonebody from the
Commttee, Jeffrey?

DR. WLLI AMSON: Not necessarily. It could

be sonmebody fromthe staff.

CHAI RMAN CERQUEI RA:  Per haps Angel a coul d.

MR. HI CKEY: We al ready have a contract or
maki ng notes and a transcri ber. W already have two
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peopl e tracking the neeting. W' ve found that's an
adequat e mechani sm and i n fact, we have a nmeno fromt he
early 2001 neeting that respondedto all of theitens
t hat were brought up in that meeting.

So we feel we have adequate tracki ng of
this. Aslongasit'sclearly statedinthe neeting, it
wll be followed up on.

CHAI RVAN CERQUEI RA: Wl |, then perhapsit's
my fault that | didn't sort of try to enforce that for
this nmeeting, but | just didn't get the feeling that
we' ve got specific actionitens that we need to get out.

| think the other thingthat's inportant is
the m nutes of the nmeeting. | think all of us should
| ook at those things ahead of time, andit'sinportant to
get it out I woul d say at a m ni mumof two weeks before
the neetings. |Is that a reasonable tinme?

Ral ph.

MR. LIETO | wouldjust say all of that is
pretty much laidout inthe bylaws of the Committee. W
can just foll owwhat our byl aws state, and | think that
has the time |ines and everything |ike that.

| think what John is suggestingis nore than
adequate for support.

CHAlI RVAN CERQUEI RA: (kay. That sounds | i ke
it's a reasonabl e plan.
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Any ot her foll ow up fromthe Comm ttee from
the neeting with the Comm ssioners yesterday?

MR. HI CKEY: If | could just add, M.
Chairman, | also believe there was an inportant
di scussion on the amount of tineit's goingtotaketo
i npl enment theruleandif there's a six nonth deadl i ne
specified, the NRCstaff needs to make sure t he gui dance
is conpletedwell inadvance of that six nonth deadl i ne.

Ther e were several di scussions of concern
about that issue.

DR DIAMOND: I'dalsoliketostatethat |
believe the frequency of l|ast nmeeting with the
Commi ssi oners in Qct ober 1999, | believe, was overdue and
we shoul d make a policy todo it nmore frequently than
t hat, perhaps on an annual basis, andinaneffort toaid
wi th schedul i ng, perhaps we should go i n next year's
Conmi ssi on briefing as soon as possi bl e so that we can
best coordinate it.

CHAI RMAN CERQUEI RA: That's a good point.

But getting back totheinitial discussion
w t h t he gui dance docunents, | think thisis sufficiently
i nportant as we identifiedwth debriefing yesterday.
|"d sort of liketo get a formal notion that gui dance
documents be completed in a tinely fashion.

And you know, | asked the Conm ssioners
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woul d it be possible, but | think the Coomttee shoul d go
onrecordofficially as sayingthat it's inportant to get
t he gui dance docunments out, you know, prior to the
i mpl erent ati on and come up wi th a reasonabl e ti nme peri od.

DR. NAG Yes, | make a motion that the
gui dance docunent be at | east t hree nont hs ahead of t he
i mpl enentation, at | east three nonths and not just afew
days.

CHAI RVAN CERQUEI RA:  So, John, a suggestion

has been made and a noti on has been put forward that --

do we have a second on the notion just procedurally?

MS. WAGNER SCHWARZ: Second.

CHAI RMAN CERQUEI RA: Okay, and so for
di scussi ons.

You know, with Dr. Nag's nmotion, is three
nont hs realistic?

MR H CKEY: Well, what | want to suggest is
we hol d the vote until the nine o' cl ock agenda i t emwhere
we' re going to be tal ki ng about the i ssuance of NUREG
1556, Volunme 9, which is the guidance.

CHAI RMAN CERQUEI RA: Okay. | shoul d have
known that, but | didn't.

So, Dr. Nag, do --

DR. NAG | will hold it.

CHAI RMVAN CERQUEI RA: Okay. So we'll --
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DR. W LLI AMSON: M . Chair man.

CHAI RMAN CERQUEI RA:  Yes.
DR. W LLI AMSON: Coul d we vote? W haveto
vote on Dr. Dianond's notion, which is still on the

t abl e.

CHAI RVAN CERQUEI RA: That's true. We did.

DR. WLLIAMSON: So could we repeat the
notion, what it is?

CHAI RMAN CERQUEI RA:  Okay.

DR. DI AMOND: As Action ltemNo. 2, the
Advi sory Conm tt ee reconmends t hat annual nmeetings be
held to brief --

MS. McBURNEY: It was the other one. W
haven't even voted on the first one.

DR DI AMOND: Oh, | thought we t ook a fornal
vote on it.

MS. McBURNEY:  No.

DR. DIAMOND: |'msorry. Action Item
No. 1, the Advisory Conmittee recomrends t hat during
t he course of each neeting alist of action itens be
gener at ed expressing the wi shes and the i ntent of the
Commttee, and that these actionitens generate awitten
and pronpt response fromthe staff so as to denonstrate
their feelings on the matter.

CHAI RMAN CERQUEI RA: Okay. | guess we've
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sort of all agreed to it, but perhaps a notion.

So a notion has been nmade, was seconded.
There has been discussion. Any further discussion?

(No response.)

CHAI RVAN CERQUEI RA: I f not, | call for a
vote. All in favor.

(Chorus of ayes.)

CHAI RMAN CERQUEI RA:  Opposed?

(No response.)

CHAlI RVAN CERQUEI RA:  No abst enti ons, and so,
John, this will clearly be an action item

And then we have still on the table the
not i on regar di ng t he gui dance docunent. So we'll sort of
defer that until after the di scussion at nine o' cl ock by
Susan Frant.

DR. DI AMOND: And that would bring us to
Action ItemNo. 2, which was that the Advisory
Commi ttee recommend t hat annual briefings be heldw th
t he Conm ssioners to update themwi th the activities of
this Commttee, and that t he Advi sory Commi tt ee suggest
that this date be schedul ed as far i n advance as possi bl e
soas to best facilitate the scheduling of that nmeeting.

CHAI RVAN CERQUEI RA: Do we have a second on
t hat ?

Second. Ckay. Discussion? Jeffrey.
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DR. WLLIAVSON: | think that is coveredin

our byl aws, that we have an annual briefing with the
Comm ssion. |Is that not so?

CHAI RVAN CERQUEI RA:  Yeah, | think Ral ph's
point isavalidone. The procedureisthere, andit was
i ncluded inthe book thistinme, and so basically what we
needto dois basically just get sort of conpliance with
t he byl aws.

| guess the one issue that does cone up,
David, interns of scheduling and appoi ntnment withthe
Comm ssioners, it's hard to predict the schedule. |
think an attenpt has to be made to have all five
Comm ssi oners present, andsoit's hardto figure out
schedul es, you know.

Avyear in advance may be difficult, but at
| east if we sort of, you know, try toget it as cl ose as
possi bl e, that's reasonabl e.

MR. HI CKEY: Well, Dr. Di anond said as far
i n advance as possible, whichl thinkis reasonable. |
don't thinkit will be done a year in advance, andif it
is, it would be subject to change, but six nmonths in
advance certainly at | east can be tentativel y schedul ed.

CHAI RVAN CERQUEI RA: Al right. Dr. Nag and
t hen Jeffrey.

DR.  NAG Well, one thing. |  mean
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ultimately we should li ke to havethe neetingw th all
t he Comm ssioners, but if it fails, at the very | east, we
shoul d have one Comm ssioner invited to the ACMJI
nmeeti ng. One of the things that when we were infornally
di scussing with the Conm ssi oners after the neeting that
we have a neeting, we have no probl emif one of us cones
to a neeting and at | east be a representative.

So if a neeting cannot be held within
reason, then we can doit by having a neetingw th a, one
or nore, Conm ssioners.

CHAI RMAN CERQUEI RA: | just would liketo
get clarification. | think in the past when we've
brought up that possibility, there is some rule for
gover nment commttees, that we havetoneet withall five
Comm ssi oners. John, am | hallucinating on that?

MR. HI CKEY: | woul d have to check on t hat.

CHAI RVAN CERQUEI RA: | s there anybody from
the staff?

MR. HI CKEY: Qur attorneys are here, but I
don't know. | can check during a break to see.

DR. VETTER: Manny?

CHAI RMAN CERQUEI RA:  Yes

DR. VETTER: | also received t he nessage
that Dr. Nag just reflected. One of the Comm ssioners
mentioned to me that if at any tine we would |ike to
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visit with one of them we are freetoinvite themto
cone and neet with us as part of the neeting.

Now, that's not an official neetingwth the
Conmi ssioners. That's inviting one of the Conm ssioners
to come here to discuss an issue.

CHAI RMAN CERQUEI RA:  Okay. | think that
woul d be appropri ate, and per haps, you know, John, if we
could get counsel to give us sone information on this.

MR. HICKEY: We could include that.

CHAI RVAN CERQUEI RA: On what the rul es are.

MR. HI CKEY: Yeah, | mi ght be able to get
you an answer today, but if not, we couldincludethat in
the response to the resol ution.

CHAI RMAN CERQUEI RA: Okay. But thisis an
actionitem Hopefully by the end of the day, andif not
by the end of the day, we should probably capture it.

Do we want to nmake a notion on this, David?

DR VETTER Davi d al ready nade t he noti on.

CHAI RVAN CERQUEI RA: Ch, he nade t he noti on.
There was a notion.

Okay. Just interns of the neeting. Well,
but there's several portionof it. Oneisthe neeting
wi t h t he Commi ssi oners annual |y, but then there was the
additional itemin ternms of infrequent neetings.

Okay. All right. So do we take a vote on
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the formal notion? W did to neet with the
Comm ssi oners, yes, and we didn't vote on it.

PARTI Cl PANTS: No.

CHAI RMAN CERQUEI RA:  Ckay. Any further
di scussi on?

(No response.)

CHAI RVAN CERQUEI RA:  And why don't you
restate your notion?

DR. DI AMOND:  Sur e.

CHAI RVAN CERQUEI RA:  And | t hi nk what Ral ph
isgoingtosayisit'sinthe procedure, but it's just
not being enforced, but | think this will at |east
identify it as sonething that needs to be addressed.

DR. DIAMOND: |'IIl try and restate then.
Action Item No. 2, for the sake of the
transcriptionist, would be that the Advisory Comm tt ee,
inaccordancewithits byl aws, requested that an annual
meeti ng be held with the Conm ssioners so as to update
themon the activities of this Conmttee, and that this
nmeet i ng be schedul ed as far i n advance as possi bl e so as
to facilitate this neeting.

Shoul d t he Conmm ssi oner not be abl e to hol d
this neeting, the Advisory Conmttee may invite as their
guests to one of these nmeetings the Conm ssioners to
attend for informal discussions.
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CHAI RMAN CERQUEI RA: Okay. Shall we get a

second on that?

DR. DI AMOND: Do you want to -- wasn't that
t he sense? The sense was that we wouldtry anddoit in
accordance with the bylaws. If that were not possi bl e,
that we woul d i nvite individual menberstoattend. Is

that the sense that | had?

MS. McBURNEY: Well, | think we can do that
anyway. | neaninadditiontoaforml neeting, we can.
CHAI RMAN CERQUEI RA: Invite them for

specific issues that --

MS. McBURNEY: If it's not possible.

DR. DI AMOND: Okay.

DR WLLI AVBON: | woul d propose anending it
and deleting the clause --

CHAI RMAN CERQUEI RA:  We don't have John
Graham who is so great at making --

DR. WLLI AMSON: Well, we do our best.

MS. McBURNEY: That's right.

DR. W LLI AMSON: I would suggest an
amendnment that we drop the second provision of the
nmot i on, which suggests we could substitute a fornal
briefingwithaninformal visit. | don't thinkthat's
appropri at e.

DR. DI AMOND: Okay. Wuld youlike nmeto
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restate it again with that anmendnment?

DR. NAG  But then what happens in the
situation where all of us m ght not neet and where we
never hold any nmeeting at all?

DR WLLIAVEON: W'l | just put pressure on
the staff to-- you know, | don't think that all five of
themhave to be there. What is thelegal requirenment,
three or four of themto hold a formal briefing?

MR. HI CKEY: Three.

DR. W LLI AMSON: Three. So | think we have
to besatisfiedwiththat mninmum but | believethere's
alegally quitedifferent status accordingto a briefing
than aninformal visit, and we shoul d t ake advant age of
the formal briefing.

CHAI RMAN CERQUEI RA:  So | guess i n essence
what we're sayingis that, you know, we need to reinforce
that there should be a briefing between the ACMJ
Commi ttee and t he Conm ssi oners on an annual basi s as
stated in the byl aws.

Is that the essence of what we're --

DR. DI AMOND:  Yes.

DR. WLLI AMSON: Yes.

CHAI RVAN CERQUEI RA:  So, Davi d, do you want
to nake that your notion?

DR. DI AMOND: Sure. All right. Anmended
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Action ltemNo. 2 wouldbethe Advisory Conmittee

inaccordance withits byl aws requests to hol d an annual
briefingwththe Conm ssioners so as to update themw th
the Committee's activities.

Inadditiontothis formal neetingwiththe
Commi ssi oners - -

CHAI RMAN CERQUEI RA:  Let' s maybe t ake a vot e
on the formal neeting.

DR. DI AVOND: Okay.

CHAI RMVAN CERQUEI RA: COkay. A second on

t hat ?
Second. Any further discussion on this?
(No response.)
CHAI RVAN CERQUEI RA: I f not, we'll take a
vote. All in favor?

(Chorus of ayes.)

CHAI RMAN CERQUEI RA:  Opposed?

(No response.)

CHAI RMAN CERQUEI RA:  Anyone abst ai ni ng?

(No response.)

CHAI RMAN CERQUEI RA: Okay. So we have t hat
formal notion, and then --

DR. DIAMND: And then Action |t em No.
3 would be in addition to this annual Conmi ssi oner
briefing, the Advisory Commttee wi shesto, fromtineto
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time, invite individual nenbers of the Comm ssiontojoin
us for this neeting, period.

Jeff?

CHAlI RVAN CERQUEI RA:  Coul d we have a second?

DR. WLLIAMSON: That's not a notion.

CHAI RVAN CERQUEI RA: Wl --

DR. DIAMOND: |'mtryingto-- it has to be
an informal neeting. It cannot be -- it's not a
Comm ssi on briefing, of course.

M5. McBURNEY: But we can do that without a
noti on.

DR. W LLI AMSON: We can do that w thout a
not i on.

CHAI RVAN CERQUEI RA: Wl I, the reason we're
doingthenotionistotrytocaptureit. Unlessthere's
sonme ot her mechani smby which we actually state that
there's going to be a formal action itemon this.

| mean, | don't want to get tooformalistic
onall of this, but I thinkthiswll sinplify things a
little bit in ternms of getting feedback, and what |
propose is in subsequent neetings --

DR. DI AMOND: | agree.

CHAI RMAN CERQUEI RA:  -- we go back at the
begi nning of the neeting on these action itens.

Rut h?
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MS. McBURNEY: Well, | think it's pretty

much a consensus of the Commttee that we do t hat, and
|"m not sure that a formal notion is necessary.

CHAI RVAN CERQUEI RA:  Al'l right, but then we
want this as an action item

MS. McBURNEY: Right, but as a consensus
rather than --

CHAI RMAN CERQUEI RA: Okay. So for the
transcriptionist, if you could sonmehow identify this.

MS. McBURNEY: That it's the consensus of
the Conmttee that --

DR. W LLI AMSON: That we neet informally
with the Comm ssioners as well as the formal briefing.

CHAI RMAN CERQUEI RA: Ri ght . That the
appropriate -- that the Conm ttee request attendance at
t he ACMJ neeti ngs of Conm ssi oners who have an i nt er est
or "expertise" isn't the word, but what are we | ooki ng
for, Jeffrey? Help ne out here.

DR. WLLI AMSON. Okay, yes. The --

CHAI RVAN CERQUEI RA:  John Grahamin the
maki ng.

DR. W LLIAMSON: -- ACMJ desires that
Conmmi ssi oners who have aninterest inthe regul ati on of
medi cal use of byproduct materials attend the ACMU
meetings on an informal basis.
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CHAI RMAN CERQUEI RA: Okay. | think we get

t he sense of it, and we can see. You know, maybe, John,
your staff could | ook at that and what the mechani sm
woul d be for ustoinvite-- 1 guess we couldjust invite

t hem I"'msure that there's sonme --

MR. HI CKEY: Yeah, we can respond to that.

CHAl RVAN CERQUEI RA:  Okay.

MR. HI CKEY: Wen we call for agendaitens,
we can al so get suggestions as to whet her you want to
invite a Comm ssi oner.

CHAI RMAN CERQUEI RA:  Ckay, all right. Any
other itenmsinterns of the foll owup fromyesterday's
nmeeting?

DR WLLIAVEON: Do we want to hold theitem
about creating a subcommttee and so forth for the Board
certificationuntil we cone to that topic with Bob Ayers
here or do you want to do that now?

CHAI RMAN CERQUEI RA: | propose we do t hat
now, and t hen when Bob cones we can basi cal |y, you know,
review that.

You know, in thinking about it, you know,
clearly it was an oversi ght onthe part of the Commttee.
Intal king to sone of the former staff for the Commttee,
and | havetoadmt | don't recall the di scussion, sone
of the issues related to this were we had | ong
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di scussi ons about trying to make the training and
experience requirenments specific for theisotope, the
t echni que as nuch as possible so that we didn't have
sonebody who had j ust ki nd of general training be ableto
operate on a systemw th which they had no famliarity.

And | guess sone of the di scussi on anpbngst
t he staff had been howdo we put sone teethintothe fact
t hat we needed trai ni ng on speci fic equi pnment, and you
know, that still needs to be addressed interns of, you
know, if you' ve got Boards, the Boards don't specifically
require youto have experience with certainisotopes or
devi ces.

And so how do we assure t hat somebody who
has a general approval, i.e., Boards, neets sone specific
training requirenments?

Ri chard, and then --

DR VETTER | don't think the proposed Part
35 answers that either because it says you're either
Board certified or you have training, andit specifies
t he type of training, you know, 200 hours, et cetera, et
cetera.

So | guess w thout | ooking at -- having the
words in front of us, | think what we need to take a | ook

at i s howwe can change that regul ati on so t hat a person

can be Board certified and have t hat specific experience
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wi t hout having the detailed |isting of training and
requi renments incorporated into the Board.

Because, for instance, let's just pick ABWP
for one board. For nedi cal health physics, they require

a Master's degree in the appropriate area, plus five

years of experience, and you have to pass three exans.

But they don't say you have to have
experience with HOR So perhaps the directi on we need to
head and one of the alternatives, the Board certified
pl us t hat specific experience or at | east sone ar ea of
experience that covers nost of those wi thout prescri bing
t hat they have 200 hours in the follow ng subjects
because that's telling the Boards what t hey have t o have
for content.

That's the part that's problematic.

CHAI RVAN CERQUEI RA: Okay. Jeffrey.

DR WLLI AVSON: Well, just asuggestion as
a phi |l osophi cal approach, howto address the i ssue |
guess John raised, which is if NRC wants specific
training to be addressed, how could that be done.

So t he approach coul d be to decoupl e t he
concepts of authorized user and authorized nedi cal
physi ci st fromthe required nodality specific training
requi renents, you know, restore Board certification as
t he defaul t pat hway for AMP, AU, or RSO, and theninthe
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appropri at e subsecti ons of 35, 35.4.600, for exanpl e, one
coul d have i nthere as part of the operating procedures
or regul ati ons sone ki nd of a requirenent for continuing
education in initial nmodality specific education.

MS. McBURNEY: In that nodality.

CHAI RMAN CERQUEI RA: I n that specific.
Ckay. So nodality specific training.

DR WLLI AVMSON: So one m ght say, you know,
for exanple, put in sone kind of a regulation that
captures the essence of the initial training that a
physi ci an who has no experi ence doi hg gamma stereotactic
woul d have to undergo.

CHAI RMAN CERQUEI RA: | guess just interns
of what's been done to date now, i s this sonething we
could deal with in the guidance docunments?

DR. W LLI AMSON: Potentially we could, but
the desire of the staff -- |I' mspeaking for themnow - -
| think has been to avoi d havi ng de facto regul ations in
gui dance space and have themi n regul atory space. So
rat her than have a separate set of de facto regul ati ons
inalicensing guide, whichis nowwhat we have, we have
requi renents for authori zed user and aut hori zed nedi cal
physi ci st to have sonme kind of training with HDR and
ganma stereotactic, and that's done by | icense condition
t oday.
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And so | think the desire of thestaff isto
have essential |icense conditions nmentioned in the
regul ations; is that not correct?

MR. HI CKEY: That is correct, and |' mnot
sure, however, that evenif we all owed for the gui dance
to bethe determining factor that we coulddoit inthis
case because of the way that the rule is worded.

DR. WLLIAMSON: | think we'retalkingin
the context of the rulemaking initiative, John.

MR. H CKEY: Ckay. So you would have arule
change pl us gui dance?

DR WLLI AMSON: W woul d have a rul e change
that would address the training and experience
definitions of AMP aut hori zed user and radi ati on safety
of fi cer, plus sone suppl enentary changes i n 35. 600 t hat
woul d address t he NRC s concer n about t he AU and AVP not
havi ng nodal ity specific specialized training.

MR HI CKEY: Ri ght, but then woul d you need
gui dance?

DR. WLLIAMSON: Well, you always need
gui dance, don't you?

MR H CKEY: Well, no. But | nmean woul d the
substanti ve i ssue be dealt with by the rul e change or
woul d you need gui dance to deal with the substantive
i ssue?
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Qur intent -- ny sense is we at | east --
maybe we don't even needto tal k about it. My senseis
we at |east need a rule change to deal with the
substantive i ssue the way that the newPart 35 i s worded
now.

DR. WLLI AMSON: My preference woul d be to
have such specifics of training probably in a guidance
docunment rat her than naking a hard and fast rul e so t hat
at | east individual institutions could negotiatethe
specifics of what their training would be.

MR. HI CKEY: Ckay.

CHAl RVAN CERQUEI RA: W' || go around, but so
we' ve given up on the i dea that there's any way we coul d
dothiswthinthe Part 35 revisions. M typo conment
yest erday was not --

MR. H CKEY: | woul dn't characterize giving
up on anyt hi ng.

CHAl RVAN CERQUEI RA: Right. Well, but it's
i nportant because we could certainly expediteit if we
coul d doit wthin gui dance docunents at this point, and
who woul d knowt hat, John? Wul d t hat be counsel ? Wul d
that be the staff?

MR. HI CKEY: Well, | think I know, and I
t hi nk sone of the comm ttee nenbers knowt hat t he way t he
rule is worded, | don't think guidance can fix the
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probl em

CHAl RVAN CERQUEI RA:  So we' re sayi ng we need
a new rul emaki ng.

DR. W LLIAMSON: | think so, and we don't
have to propose wording for the rule.

CHAI RMVAN CERQUEI RA:  Sure.

DR. W LLI AMSON: | think we shoul d make a
motion to the effect that NRC as soon as possible
initiaterulenmakingtorestore Board certificationfor
aut hori zed user, radi ation safety offi cer and aut hori zed
medi cal physicist as the default pathway.

CHAI RMAN CERQUEI RA: wel |, j ust
procedurally, vyou know, we're going to form a
subcomm ttee, andit's goingtowrk wththe staff, and
so maybe that will be the first step, but let's get sone
nore di scussion, and then we'll try to-- yes?

DR. NAG | think the other thing, if we are
goi ng back to a rul emaki ng, it woul d be very i nportant to
-- the requirenent for Board certification and the
requi rement for using in NRC. The reasonis for the
Boar d examyou need a certai n body of know edge, whichis
what the Board certification requires.

For exanple, you don't need ganm knife
training to be Board certified, but the way we ar e naki ng
t he Board certification, we aretryingto pushthemto
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recruit all of these with training to becone Board
certificate. Rather than doing that, if we decouple
(phonetic) them a Board certification, the essenti al
m ni mumrequired, and then if we are going to handl e
ganma knife or you' re going to handl e some of these
speci fic things, you showyour additional trainingthat
you had, which can be a very -- you know, the
manuf acturer' s trai ni ng or what ever. You suppl enent t he
Board requirenent.

Soif weare goingto start fromde novo, |
t hi nk we shoul d not betryingto pushthe Board to show
you have traininginall of thesethings. O herw se we
woul dn't al l owBoard certificationto neet the de facto
st andar d.

CHAI RMAN CERQUEI RA: Now all of the
di scussion has really dealt with therapeutic radi ati on.
| mean, do we feel that as witten, the diagnostic
requi rements are okay?

MR. HI CKEY: M. Chairman, | thinkthereis
an issue withthe statenment about a preceptor. |'mnot
surethat all of the certification Boards understand t hat
the rul e requires the preceptor statenent be part of the
Board certification process.

So as far as what traini ng and experi ence
t he peopl e have, | think the rul e is okay, but I think
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there still is an issue with the requirenent for a
preceptor statenment.

CHAI RVAN CERQUEI RA: | t hought t he precept or
statenent was pretty clear. It hadto be, you know, an
aut hori zed user who basi cal |l y signed of f on havi ng been
exposed, and in addition, being conpetent.

We spent quite a bit of tinme discussing
that. We'retryingtoput noreteethor noreliability
upon the preceptor's statenent, and | et them you know,
assunme sone responsibility for the people that they' re
signing letters for.

MR H CKEY: Yes, that's correct, and there
are already requirenents inthe old Part 35 for preceptor
statenents. |'mjust not sure whet her the Board t hat
certifies the personrequires the preceptor statenent as
part of the certification process or whet her they vi ew
t hat as anot her step.

CHAI RVAN CERQUEI RA: Wl |, | think when I
guess Bob i s going to be presenting things this afternoon
-- sO we can get back to it.

Ri char d.

DR. VETTER Just to confirmwhat John j ust
said, at least in the physics are, radi ation safety
of ficer area, the Boards feel that i s a separate process,
t he preceptor statenment. They do not require a preceptor
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statenment for the Boards.

MS. McBURNEY: Right.

MR. HI CKEY: Yeah, that was clear for the
Ameri can Board of Health Physics. |'mjust not sure
whet her the Medical Boards have that understandi ng.

CHAI RMAN CERQUEI RA:  Jeffrey?

DR. W LLI AMSON: For American Board f
Radi ol ogy and Aneri can Board of Medi cal Physics, and |
think this covers radi ati on oncol ogy, as wel | as physics,
thereisarequirenent. It's part of the application
process that letters from di pl onates of the Boards
attesting tothe conpetence in character of the applicant
be made.

But | dothinkthereis alegal problemhere
because it really doesn't say t hat these i ndi vi dual s have
to be aut hori zed users or aut hori zed nedi cal physicists
on an agreenent state or NRC |icense.

So | believe John may be right that even
t hough there is sort of a preceptor requirenent
associ ated with many of these Boards, |I'mnot sure it
conplies with the letter of the |aw

DR. NAG. One other problemw th that is
thereis the preceptor statenent, but that's done by t he
director of the training program It does not make
separately inall of the areas. You know, | will certify
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that | have trai ned hi minradiation oncol ogy, but not a
separ at e stat enent that can handl e unseal ed i sot ope; he
can handl e, you know, each of those things separately.

CHAlI RVAN CERQUEI RA:  Al'l right. Wo are the
st akehol ders in this now? W' ve tal ked about aut hori zed
medi cal physicists. W' ve tal ked about radi ati on safety
of ficers.

DR. NAG  Authorized users al so.

CHAI RMAN CERQUEI RA:  Okay.

DR NAG It depends on which, definitely of
aut hori zed users.

CHAI RMAN CERQUEI RA: For di agnostic or
t herapeutic?

DR. NAG  Therapeutic.

CHAI RMVAN CERQUEI RA:  Ckay.

MR. HI CKEY: | think that all of the Boards
have a potential stake. They're on the record as of
t oday as saying that there's not a problemwiththe rule,
but in | ooking at the preceptor issue, | think on second
reviewthere may al so be a concern. They're not onthe
subst ance of the training but onthe requirenent for a
preceptor statement.

CHAI RMAN CERQUEI RA: Rat her than -- you
know, because we have Bob Ayers here, who's ki nd of part
of the NRCstaff that's | ooking at this, maybe we can
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concl ude this discussionand bringit upw th Bob. But
| think there was a notionto forma subcommitteethat's
going to |l ook at the issue of training and experience.

Initially we were talking about the
aut hori zed nedi cal physicist, the radiation safety
officer, and the authorized nedical wuser wth
t herapeutic. So | think form ng a subcomm ttee that
woul d have, you know, nenbers fromthose vari ous groups,
pl us maybe one or two ot her people, would be inportant|.

Rut h?

M5. McBURNEY: Richard or Ral ph, correct ne
if I"mwong, but | thinkthereis anodel for therule
of decoupling the Board certificationfromadditional
training required for the different nodalities under
MQSA. Isn't that right that they accept Board
certificationas thetrainingfor the nedical physicist,
but then if you're going to be doing a different
nodal ity, you need additional continuing ed. for that?

DR. VETTER: | think that's correct.

MR. HI CKEY: Could you identify that
organi zation for the record, please?

MS. McBURNEY: The Manmography Quality
St andards Act under the Food and Drug Adm nistration.

CHAI RVAN CERQUEI RA: All right. Well, sol

propose t hat maybe we have Jeffrey, D ck, you know, be on
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this comm ttee, and si nce Di ck has nore gray hair that
Jeffrey, maybe we could l et himbe the chair of this
comm ttee.

And | think we should get a radiation

oncol ogist. David, is that sonmething --

DR. DIAMOND: 1'd be happy to do it, sure.

CHAI RMAN CERQUEI RA:  So maybe Davi d coul d be
on that commttee, and | guess naybe we' re going to add
two new nmenbers to the commttee. | guess we have to
vote on them at this neeting.

MR. HI CKEY: No.

CHAI RMAN CERQUEI RA: What's the tine |line?
We' ve gotten approval.

MR. HI CKEY: No. The selectionfor thetwo
vacancies is still in process, and as Comm ssi oner
McGaf fi gan nmenti oned yesterday, wel |, we have t o appoi nt
a nucl ear nedi ci ne physicianto fill avacancy, and t hen
as Conm ssi oner McGaffigan nmenti oned yesterday, we're

going to add an interventional cardiologist at the

direction of the Conm ssion, and those are in process.

So we think prior tothe next neeting you'll
have those appoi nt ees.

CHAI RMAN CERQUEI RA:  Ri ght, but | was sent
alist of peopl e who had been nom nat ed, and t hey were --
you know, by prof essi onal nedical societies, and the NRC
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staff had sort of sent ne t he nanes of two i ndividual s
for those positions, and | basically concurredthat |
t hought --

MR H CKEY: Well, that's still in process.
We can't have anynore specific public discussionwhile
that's still in process, but the process has not yet been
conpl et ed.

CHAI RVAN CERQUEI RA: But why is it taking so
| ong?

I think one of the things we had di scussed
was basicallytryingtofacilitate, and Angel a certainly
made a --

MR. HI CKEY: Yes. The reason that the
i nterventional cardiol ogist is not conpleteis because
that's fairly recent. The nom nation period, | believe,
di d not close until January for that one, and t he ot her
one has been delayed by the other things that the
Conmi ssi on has been dealingwith following 9/11 or it
woul d have been resol ved.

CHAI RMAN CERQUEI RA: |s there any way we
couldfast track it, John? | nmean, in a sense, you know,
t he professional societies have nmade noni nations.
They' ve been revi ewed by the NRCstaff. They' ve been
sent tothe conmttee chair who basically agreed with the
staff on these people.
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MR. HI CKEY: Yes. We're doing every -- |

mean, you can forman action itemor resol ution, but
we're doing everything we can to conplete that process|.

CHAI RVAN CERQUEI RA: Wl |, | guess | don't
fully understand why it's taking solong. | nean, we had
di scussionstotrytomnimzethelagtinm between a
vacancy and filling it.

MR. HI CKEY: Well, as | said, the
i nterventional cardiol ogi st one shoul d be conpl et ed
wi t hi n 60 days of the nom nati on peri od cl osi ng, which I
think is reasonabl e, but the other one has not been
timely. | agree.

CHAI RMAN CERQUEI RA: Ckay. So give ne a
time line then. Where do we stand?

MR. HICKEY: | would say within 60 days
we' Il have an announcenent on both, but again, the
Commi ssion hastoreviewthese. Sothat's assum ngthe
Comm ssi on responds pronptly, which they have done in the
past on these.

CHAI RVAN CERQUEI RA:  And | guess, you know,
all of thesethings |ike security checks and everything
will be all --

MR. HI CKEY: That can be done afterwards.

CHAI RMAN CERQUEI RA:  Okay. You know, it's

alittle disturbing because we real |l y had enphasi zed at
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t he previous neetings of tryingtomnimze the tine
bet ween peopl e goi ng of f and new peopl e, and | had every
expectati on based onthe material that | had been sent
t hat we woul d have peopl e i nthese positions, you know,
at the end of this neeting.

So Dr. Nag?

DR. NAG At the sane |line, anyone who wi | |
be noving off about a year from now, we should be
starting the process fromnow. So anyone fromthis
commttee who i s supposed to be goi ng of f about a year
fromnow? Do we have anyone?

DR. DI AMOND: Jeff, hownuch | onger? ARE
you in your second tern? |Is that right?

DR. W LLI AMSON: I think so.

DR. DIAMOND: You're in your second term

MR. HI CKEY: | think everybody i s goi ng at
| east until 2003, but we agree that we need --

DR. NAG One year.

MR. HICKEY: -- to plan better on these.

CHAl RVAN CERQUEI RA: Vel |, what | woul d i ke
todois at | east get alist of just Conm ttee nenbers,
when t hey came on, whether it'sfirst term secondterm
and when their termexpires, and distributethat tothe
Comm ttee.

MR. HI CKEY: Yes, we have that. That's
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al ready nmade. We can copy it and give it to you.

CHAl RVAN CERQUEI RA: Wl |, i f sonebody coul d

MR. HI CKEY: We can gi ve that to you t oday.

CHAI RVAN CERQUEI RA:  -- just giveit tous
t oday.

MR. HI CKEY: vyes.

CHAI RMVAN CERQUEI RA: That woul d be useful.

DR. WLLI AMSON: We can make pl ans.

CHAI RMAN CERQUEI RA: But again, I'dreally
l'i ke to, you know, identify the fact that the Committee
has been nmoving forward. | certainly have dealt with
some materials sent tone, and | think in order for the
Comm ttee' s work to be done, we certainly need a nucl ear
medi ci ne representative, and | think we' ve agreed t hat an
i nterventional cardiol ogist is aninportant, you know,
menber of the Comm ttee, given sone of the thingsthat
are going to be com ng up.

And so | think we need to nove forward as
qui ckly as possible to get these peopl e appointed.

Jeffrey.

DR. WLLIAMSON: So with regard to the
subcomm ttee, the charge is to --

CHAI RMAN CERQUEI RA: Okay. Well, again, |
got sidetracked there. So --
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MR. HICKEY: Well, let nme just interject

t hat sone of these itens have been useful because we
intended to take themup |l ater inthe day, and we' || save
time later on having di scussed t hem now.

CHAl RVAN CERQUEI RA:  Ckay. That's true, but
still I think, you know, we've identifiedthree people.
| thinkit would beinportant if we'regoingtodeal with
t he whol e i ssue of intravascul ar brachyt herapy i f we
coul d have the i nterventi onal cardi ol ogi st be part of
that commttee. That would be useful.

That woul d bring us up to four peopl e, and
it's always good t o have sonebody who' s not necessarily
a st akehol der on t he subconm ttee, i.e., Ruthor N ki.
Ni ki is pointing, but, Ruth, would you be willing to?

MS. McBURNEY: | certainly woul d.

CHAI RVAN CERQUEI RA: Okay. So | think the
comm ttee woul d t hen consi st of Jeffrey, Ruth, R chard,
and Davi d D anond wi th R chard acti ng as t he subconm ttee
chair.

And the charge of the committee -- and |
t hi nk we could have alittle bit of discussiononthis --
but basically, you know, woul d address the i ssue of
training and experience for authorized medical
physi ci sts, authorized physici an users, and radi ati on
safety officers, and you know, real l y | ook at t he whol e
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i ssue of the Boards and the training and experience,
trying to deal with both, you know, ki nd of general, as
wel | as specific training.

And maybe we could spend a few m nutes
trying to fine tune the charge to the commttee.

Jeff and then Davi d.

DR. WLLIAMSON: Well, I'"mwonderingif it
woul d be useful to have sone staff nmenbers al so be on
this subcommttee. | thinkthisis sohighlyjuridical
that | wonder if the attorney fromNRCshoul dn't join us
and one of the staff nenbers who's conversant with these
I ssues.

MR. HI CKEY: As a procedural matter | don't
think that's a good idea. | think the subcomm ttee needs
t o speak for the ACMJI, but we wi || desi gnate contacts,
bot h techni cal and | egal contacts, for the subcomm ttee
to work with on a day-to-day basis.

DR. W LLI AMSON: Good.

CHAI RVAN CERQUEI RA: So | think it woul d be
good wi thi n two weeks to have t hose peopl e identified so
t hat R chard coul d nake contact wi th t he peopl e and, you
know, totry to get sonme useful informationto at | east
defi ne what the requirenents for sort of newrul enmaki ng,
to explorethe possibility can any of this still be done
under the revised Part 35, which we're all working on
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under the assunptionthat it's goingto beinplenentedin
si x nonths, or do we need to go t o newrul enaki ng, which
it's Jeffrey's feeling, and I concur with him it
probably will be required.

Davi d.

DR. DI AMOND: My sense is just as I'm
t hi nki ng about thisis that this subconmtteeisreally
goi ng to be I ooking at a newrul emakinginitiativein
whi ch there's going to be a sense that we restore Board
certificationin aparallel structure as the default
pat hway for the AMPs, the RSGOs, and in this process
attenpt to decoupl e general fromoverly prescriptivesite
specific or nodality specifictraining, whichw |l give
us the flexibility that we need to address new
technol ogi es, which will be parallel anpbngst these
different fields, and which will go and mai ntain the
status of the Boards as the prem er nethodol ogy for
expressing tothe public anindividual's conpetency and
safety in performng the task.

| would al soliketo point out as an asi de
it'sveryinportant that the staff understand that any
time -- and | " monly speaki ng f or physi ci ans now because
that's ny area of expertise-- any time aphysicianis
desirous to obtain a hospital privilege to performa
specific nodality, regardl ess of the Board certification,
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t hey need to prove to the hospital that they do have a
certain experience in that particular field.

So, for exanple, if one wanted to do
stereotactic radiosurgery as a physician, before a
hospital would grant a privilegeto dothat, thereis
al ways a final safeguard in effect that you nust proveto
t he byl awconmm ttee or the credentialing commttee that
you have that, and that goes on for many, nmany different
ar eas.

So just since you may not deal withthisin
your particular role or practice, it isinportant for you
to knowthat thereis anot her set of safeguards i n effect
toprotect the publicinthese very specific nodalities
when it cones to the public.

DR. WLLI AMBON: For exanpl e, at Washi ngt on
Uni versity, the radiation safety commttee al so serves as
an i ndependent safeguard in this respect because our
i cense mandates certain annual training be givento
aut hori zed users and AMPs f or gamma st ereotactic and for
HDR as a condition of our |icense.

And so they nonitor that, and there are
separate | i sts of authorized users and AMPs for these
different nodalities.

DR. DI AMOND: Jeff, woul d you concur with ny
general sense that | was trying to convey? Was | on
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track basically wwththe parallel structuretryingto
keep the Board as the prem er pathway and so forth?

DR. W LLI AMSON: Yeah, absolutely.

CHAI RVAN CERQUEI RA: | think we're starting
to get into the specifics, and I think sort of the
di scussionistoformthe conmttee, and we' ve agr eed
t hat the subcomm ttee consisting of Dr. WIIlianmson,
Vetter, D anond, the interventional cardiol ogi st who wi ||
conme on the Conmi ttee, and Rut h McBurney, and | ki nd of
hate -- you know, you ki nd of want to give a charge to
t he cormittee rat her than having the conmttee conme back,
you know, with what they're going to do.

But the basic charge is to develop --

DR. WLLI AMSON: A draft rule.

CHAI RVAN CERQUEI RA:  We need John.

-- draft rule for what? For?

DR. WLLI AMSON: Yeah, so to devel op, you
know - - a subconmi ttee woul d be charged wi t h devel opi ng
the outline of a draft rule to restore --

CHAI RVAN CERQUEI RA:  Just sonet hi ng gener al .

A draft rule --

DR. VETTER | think that capturesit. A
draft rule to capture what Dr. Di anond had said.

CHAI RVAN CERQUEI RA:  But t hat was t oo nmuch.

VWho can renenber that?
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DR. DIAMOND: W candoit i n one sentence.

DR. W LLI AMSON: The subconmittee's charge
istodevel opthe concept of adraft rulethat restores
Board certification as the primry pat hway for becom ng
aut hori zed user, authorized nedical physicist and
radi ati on safety officer.

CHAI RVAN CERQUEI RA: Al | right. Does that
sound |ike a nmotion?

PARTI Cl PANTS:  Yes.

CHAI RMAN CERQUEI RA:  Second?

MS. WAGNER SCHWARZ: Second.

CHAI RMAN CERQUEI RA: And any further
di scussi on?

MR. HI CKEY: | have a comment and a
guestion, M. Chairman. The committeeistinmeis of the
essence, and this has highvisibility with the Comm ssi on
now. Sol will tell Dr. Vetter right nowl will be the
contact. | will | et you knowwho ot her contacts are, but
two weeks i s not goingtogo--thisisn't goingtosit
for two weeks.

We' re goi ng to be conti nuously wor ki ng on
this between now and the time the rule is published.

CHAI RVAN CERQUEI RA: Al l right, but we don't
anticipate that we're going to be able to get this
resol ved and certainly with the rul emaki ng, but | think,
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you know, basically we've forned a conm ttee, and we
shoul d have them cone back to us at the next neeting.

So a notion has been made. W' ve had a
second. Any nore discussion?

(No response.)

CHAI RMAN CERQUEI RA: Okay. | call for a
vote. Al in favor?

(Chorus of ayes.)

CHAI RMAN CERQUEI RA:  Opposed?

(No response.)

CHAI RMAN CERQUEI RA:  No one i s abst ai ni ng.
So all right.

DR. DI AMOND: That was Acti on |'tem No.
4, then.

CHAI RMVAN CERQUEI RA:  Ri ght.

MS. HOBSON: Did you nmean |ike our next
ACMUI neeting?

CHAlI RMAN CERQUEI RA:  To cone back and gi ve
us at | east a progress report on, you know, sone of the
i ssues and sort of a gane plan.

M5. HOBSON: Well, | felt a sense of urgency
t hat we need to nove faster thanthat i f possible, you
know. Was | reading it wong?

CHAI RMAN CERQUEI RA: No. | guess part of
t he questionis | don't know, you know, what's i nvol ved

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

127

i nthe rul emaki ng process. | nean, havi ng been i nvol ved
in Part 35, which is, in a sense, you know, NUREGs --

DR. WLLIAMSON: | think our charge is
sufficiently open ended that, you know, we' re not | ocked
into any specifictinmeframe. Sol thinkthisis just
great. |If thestaff is geared upto nove fast onthis,
we're going to support and help them

CHAI RVAN CERQUEI RA: One | ast conmrent from
Ral ph, and then we have to nove on.

MR LIETO | have a question for John since
thisis asubcommttee of the Advisory Conmittee that's
workingonthis. Isit acceptable that if they cone back
-- say they have sonmething to present withinthe nonth.
Does the full Conmttee havetovoteonthat? Andif so,
can it be done by electronically via E-mail ?

MR. HI CKEY: Yes. The actions can be done
by E-mail or by telecon. and, in fact, |I think we're
going to have to plan on doing a |ot of that.

CHAI RVAN CERQUEI RA:  Yeah, | woul d reconmend
that we don't necessarily need to have face-to-face
meet i ngs.

Okay. All right. So |l think we've dealt
with nost of the procedural ways we would |ike the
Conmitteeto proceedinthe future. W' ve discussedthe
Conmi ssi on briefing, and maybe we can go on to t he NUREG
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1556, Vol ume 9.

MR. HI CKEY: M. Chairnman, Dr. Susan Frant
is here. She's the Deputy Director of Industrial,
Medi cal , and Nucl ear Safety.

DR. FRANT: Hi . They even got a nane tag so
that in case you forgot ne.

(Laughter.)

DR FRANT: And | have one for me sothat in
case | forget.

Good norni ng. |'ve nmet sonme of you
i ndividually, but not all of you as a group. So I'm
happy to be here this norning.

|"ve been with the Industrial Nuclear
Medi ci ne Safety -- | think those are all of the words for
the division-- since April. Beforethat | worked as a
deputy for anot her di visionin NMSS, and before that, |
was i n Regionl, whichis the northeast, as the deputy
that had |icensing of nedical |icenses.

Sol have alittlefamliarity, but not a
lot, and | conme to this area with naybe a different
per spective t han sone of the fol ks who have been wor ki ng
init.

Part 35. We've been working on howwe're
going toinplenent it, and we' ve been standi ng at t he
starting gate for alongtinme waitingto kind of okay,
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okay. As you know better than I, that has been a
torturoustinetoget it intoapositionwhereit's going
to be published and going to be final.

And | gat hered fromthe neeting you had with
t he Conm ssi on yesterday that there are still sone i ssues
t hat are significant that are not settled by the current
final ruleasit wll be published. Andthe Conm ssion
certainly pledged that we wi Il work t hrough those i ssues
inatinmly way.

And t he di scussion | heard when | cane in
was one of the mechani sns to do that, and I' mgl ad t hat
you' | I have a subcommttee, andif you draft | anguage, it
doesn't have to be exact!ly rul enmaki ng | anguage, but if
t he  anguage i s what will work to have qualified people
who can protect the publicinternms of radi ati on safety
doi ng t he procedures, regardl ess of whet her we know what
t hey are today or they cone on the horizon, that will be,
| think, asignificant nove forward for Part 35 as it
st ands.

In ternms of what we're doing nowto nove
forward in i nplenmenting Part 35, | can tell you what
we' re doi ng and t ake hopeful | y some suggesti ons fromyou
on how ACMJI can be nost i nvol ved effectively for us and
for youand efficiently for us, hopefully efficiently for
you, too.
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CHAI RMAN CERQUEI RA:  Susan.

DR. FRANT: Yeah.

CHAI RVAN CERQUEI RA: If | could just
interrupt for amnute now, sowe' re tal king about the
gui dance docunents in part.

DR FRANT: W' re tal ki ng about i npl ermenti ng
Part 35 so that we --

CHAI RVAN CERQUEI RA:  Ri ght, whi ch i ncl udes
gui dance docunents?

DR. FRANT: It includes guidance. | t
i ncludes inspection, and |let nust briefly go through -

CHAI RMAN CERQUEI RA:  Sure. Go through.

DR. FRANT: -- andthen after | run through
this, then you can ask me questions, and we can talk
about - -

CHAI RMAN CERQUEI RA: I's there a handout or
slides on this?

DR. FRANT: No.

CHAI RMAN CERQUEI RA: No?

DR. FRANT: No.

CHAI RMAN CERQUEI RA:  Ckay.

DR. FRANT: As you know, we have Vol une 9 of
t he consol i dat ed gui dance, the 20 vol une set that we' ve
pul | ed t oget her over the last -- | don't know-- severa
years, and Vol une 9 identifies those aspects that woul d
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be necessary to be licensed under Part 35.

And t he current draft Vol ume 9 responds to
all of the comments that were made on a draft that went
out with the proposed rul e and refl ects t he changes nade
to Part 35 fromthe proposed rule to the final rule.

And | think you' ve seen that, have you not ?

MS. WAGNER SCHWARZ:  Yes.

DR. FRANT: Yes. Okay. It still has many
thingsinthat | woul d say are highly prescriptive. The
phrase t hat sone peopl e have used is that there's a group
of practitioners who m ght need "Part 35 for Dumm es, "
that is, a very detailed, pick your hand up, nove it
here, do this.

I think that that is very different from
ot her aspects of NRCthat |I've beeninvolvedin. Inthe
reactor worldthat | was in for 20 years, we never put
out procedures. W always left it to licensees to
devel op procedures to inplenment the regul ati ons.

And | havetotell youthat it was kind of
strange for ne to see these nodel procedures. At the
same tinme, the staff who have been workingwiththis, |
t hi nk, believethat there was a very strong need for this
by some practitioners.

So you have a tension between providing
det ai | ed gui dance and al | ow ng mat ure professionalsto
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choose the way in which they're going to inplenent
regul ati ons.

| think we'retryingto strike that bal ance,
and to do that, we're goi ng through Vol une 9 nowwi th an
eye towards nmaki ng it a basi c docunent and t aki ng t hese
nodel procedures and perhaps putting themin sone ot her
form

It woul d be good, | think, if the societies
inthe comunity would hel p us do that, and maybe it
woul d have been better to have joi nt docunents, which

we' ve doneinother -- | worked with NEl and |' ve wor ked

wi th other groups where we've put out joint docunents.

For a long time | was responsible for
traini ng and procedures inthe reactor world, and the
I nstitute of Nucl ear Power Operations devel oped the
gui del i nes for training prograns, and we endorsed t hem
So we had a j oi nt docunent that was basi cal | y devel oped
by the i ndustry and t hen revi ewed and accepted as an
acceptable way to inplenent the regul ati ons.

There' s no reason why we coul dn't do t hat
here, too, but it requires a commtnent onthe part of
t he coomunity to do some of the work. And |' mnot sure.
| don't know where we are with that.

To that end --

CHAl RVAN CERQUEI RA:  Well, if | could --
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DR. FRANT: Yeah.

CHAI RMAN CERQUEI RA: -- | think the
communityiswllingtowrk, but there'satinmefranme
that's involved, and if we haven't initiatedthe process,
| don't know realistically --

DR. FRANT: Well, let nme tell you what.

CHAI RMAN CERQUEI RA:  Sure.

DR. FRANT: | don't know how many of you
know Chi p Caneron, but | knowhe's worked with Part 35.
So Chi p and | have wor ked t oget her on many t hi ngs over
t he years, and what we di scussed was t aki ng t he current
Vol unme 9, nmaki ng sone nodi fi cati ons -- and Roger Brotus
who' s sittinginthe back i s taking afewm nutes out of
hi s schedul e where he's totally i mersed in Vol une 9,
with a small cadre of folks -- to make sone
nmodi fications, but to get it out by March 15th as a
docunment for comrent.

At thesanetine, Chipand| will be having
a pl anni ng meeting on March 14th to plan for two public
nmeetings, actually three, | think. One neeting woul d be
sone ki nd of a workshop on Volune 9, thetotality of it.

A second -- probably these are both at t he
end of April. Oneis planned for April 23rd, and t he
ot her is planned for April 30th. The second neeting
woul d be on gui dance, sone kind of diagnostic only
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gui dance t hat woul d be just a f ewpages t hat woul d f ocus
on what t he di agnostic practitioner woul d need to know
and woul d not have all the vol unes of material that deal
withall thevariations withinthetherapeutic comunity.

That gui dance, | think, tothe extent that
we can get hel p and maybe produce a j oi nt docunent, that
woul d be excellent. If we can't, maybe we'll take a
crack at it and have it revi ewed, the point being that
t here woul d be t wo docunments. There woul d be Vol une 9,
whi ch woul d cover everythingtoinplenent Part 35, and
t hat' s necessary and we have t o have sonet hing | i ke t hat.

But then t here woul d be thi s subset, and it
may be t hat the t herapeutic community or parts of it feel
t hat there shoul d be sone stand al one docunents for ot her
t han di agnosti c, and we can work t hose out inthe future.

" mnot precludingthem It'sjust interns
of tinme, they seemto be the things that are nost needed
NOw.

W also plan to develop inspection
procedures, and | think fromthe di scussi ons yest er day
and what | know about t he way NRC does busi ness, this
wi |l be clear to having a cl ear nessage of howPart 35
represents sonme kind of paradigmshift.

W al so pl an on conducting training for both
our | icense revi ewers and our i nspectors, and we'l |l be
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doing that inlate May based on t he gui dance docunents
and t he public neetings. And | al ready have that set up
with a woman named Bev Sil verberg.

Do any of you live in Washi ngton? Oh, no.
Ckay. Well, Bev was the voice of Metro. She used to be
t he one t hat woul d cone say, "The trains are runni ng, and
it's okay." But anyway, only in snow stornms nostly.

Anyway, Bev has been workingwith NRCfor a
long tine, and she does areally good jobinterns of
hel pi ng peopl e get t he nessage across. So we are goi ng
to take peopl e, and we have a Part 35 teamthat we' ve
devel oped, people who will becone the trainers.

MS. McBURNEY: A questi on. WIIl this
training al so be avai |l abl e t 0 agreenent st at e personnel ?

DR. FRANT: Sure, sure. And we'll probably
set it upinthe four regions and invite appropriate
agreenent states at thesanetine. | don't knowwhy we
can't do it concurrently. Sure.

Sothat's our plan, istotrainthetrainers
sone tine in |ate May, and then hold a workshop on
i nspection guidance; finalize the inspection and
|'i censi ng gui dance, and of course, that will include
ACMUI participation, and we can tal k about at what key
poi nts and at what poi nt you want to be i n a revi ewnode,
at what point you want to be in a conment.
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You know, | think there arelots of rolesto
be pl ayed, and then we' ||l do our regional trainingin
June t hrough August, dependi ng on when -- hopeful | y t hat
wi |l be onfinalized guidance, but certainly gui dance
that's close to final.

So t hat what we're worki ng towards i s an
Cct ober i npl enentati on date i n whichwe will have final
I i censi ng gui dance by the end of spring; final i nspection
gui dance al so by the -- thisis the governnment. Soif I
say |l ate spring that could be July, you know-- but we'd
be working -- you know how you wite "late spring"?
Ckay.

But the goal is to have the training over
t he summer based on t he final i zed gui dance and i nspecti on
procedures, and what | heard yesterday i nthe di scussi on
withthe Commissionisit may be t hat we have to have a
transition period, and when they're enforcenent
di scretion, and we wor k our way t hrough t hat gui dance and
sonme of the i ssues that may cone up as we | ook at the
rule when it's real, so to speak, you know.

And | don't understand. | hope to | earn
nor e about how t he trai ning and educati on i ssues are

evol ved, but there they are, and so we haveto fix them

There may be others that we find that we have to fix.

So that's our plan. It's |ookingtowards an
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Cct ober inpl enentation effective date, but sone questions
have come up, and we' re wor ki ng t hrough t hemnow. Sone
applicants for renewal have already said, "Can | be
renewed agai nst the new Part 357"

Well, no, you can't be renewed agai nst
sonet hi ng t hat doesn't exist. It's not published. On
t he ot her hand, youcanbeintinelyrenewal, and we can
| ook at what it woul d l ook Ii ke onceit's published, but
it can't be effective until it's effective.

Sothat's a sinple answer, you know. It can
only be soup when it's soup, but on the ot her hand, you
can't deny the fact that you can see what's com ng on t he
hori zon. So youtry to work that, and we'l|l work t hat
t hr ough.

We have a counterpart neeting tonmorrowwith
t he Regi onal DivisionDirectors, and these are sone of
theissues |'vegot total k throughthis schedulewth
them get their coments, and the reason there's no
handout, Dr. Cerqueira, is because |l wantedto keep it
fluidenoughto get cooments fromyou all, coments from
the Regional Directors, and have a schedul e that
everybody can work with and live with, and get to the
i npl ement ati on date with gui dance that's workable in
hand, i nspection procedures, |license reviewers, and
i nspectors trained and thi nking newPart 35 with the
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per f ormance based, risk informed m ndset.

CHAI RMVAN CERQUEI RA: Susan, that's --

DR. FRANT: | was gl ad the Comm ssioners
were so confident we could do it.

CHAI RVAN CERQUEI RA: Wl |, thi s has been an
excel | ent presentationinthe sense that you' ve gi ven us
details. You've given us dates, and | think this is
t remendous.

I think it would be hel pful if perhaps, you
know, when you' ve had a chance to sort of -- certainly
sone of these dates we' ve been witing down, but if we
could get an E-mail or a copy of these out to the
Comm ttee --

DR. FRANT: Of course.

CHAI RMAN CERQUEI RA:  -- that woul d be very
useful .

I'"d also like to --

DR. FRANT: 1'Il get it to Angela, who w ||
get it to you al.

CHAI RVAN CERQUEI RA:  Yeah, that woul d be
useful .

|"dalsoliketosay that, you know, we had
these witing pads yesterday, and t hey' ve gone for sone
reason. All |I've |l ooked around and everybody i s trying
to wite notes on these yel |l ow pads.
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So, Angel a, what happened to the white --

t hey were here yesterday.

MS. W LLI AMSON: Oh, it was the
Conmm ssi oners.

DR. NAG In the Comm ssioner neeting.

CHAlI RVAN CERQUEI RA: Wl I, it woul d be ni ce,
especially since if we don't have notes --

DR. FRANT: Well, Angelais off. W have a
supply room and --

CHAI RMAN CERQUEI RA: Good. Okay.

DR. FRANT: You know, we' ve been on a ti ght
budget, but | think we --

(Laughter.)

CHAI RMAN CERQUEI RA:  No, | think that woul d
be hel pful.

But , again, you've done a great
presentation, andif we canliveuptothosetinelines,
that woul d beideal. And I think you' re bringinginan
approach certainly fromthe reactor area which |l think
woul d work wel | withinnmedical. And I thinkif we could
i mpl erent that, that woul d be great.

DR. FRANT: Let ne ask you. The pl anni ng
meeting on March 14th, | woul d |i ke soneone fromACMJ ,
if it's possible, tobe part of that planni ng neeti ng
with Chip and with nyself so that we coul d have your
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i nsights on who should be included in these neetings.

You know, Chip has a way of running the
meet i ngs, and he's very incl usive, and he' s al ready nade
some phone calls. | don't knowif he's tal ked to any of
you, but --

CHAI RVAN CERQUEI RA: | don't think any of us
have been cont acted about the neeting. | nmean, March
l4this fairly close, but we certainly would, you know,
trytoget arepresentativethere. Sincel'monly a bus
ride away, | could alnpost do it.

But | think it would be inportant, again, if
-- the Commttee wants to be i nvol ved i n these ki nd of
t hings, and the nore notice we have, the better.

Now, do we have questions? Jeffrey has been

DR. FRANT: |'m sorry.

CHAI RMAN CERQUEI RA: -- chafing at the bit
here.

DR. WLLI AMSON: No, that's okay. Well, |
think that, as you know, t he i ssue of trai ning experience
and Board certificationis sort of amess, and | guess
you wi | | be responsi bl e for draftingthe gui dance t hat
the regions will be usingto determne under the existing
rule as witten --

DR. FRANT: Right.
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DR. WLLI AMSON: -- howto basically work

t hrough all of these probl ens of deci di ng how a Board
certified physicist or physician needs toqualify for the
di fferent nodalities.

So | think there's an opportunity to
aneliorate this circunstance by trying to wite
reasonabl e gui dance which woul d take into account
exi sting Board certification, satisfying many of the
requi renents and having a realistic requirenent for
suppl enentary training beyond Board certification.

DR. FRANT: Ri ght.

DR. W LLI AMSON: Whi ch comes cl ose t o what
we do in the field.

DR. FRANT: | guess you all know Bob Ayers,
and he'll be talking to this. Wen, Bob?

DR. AYERS: One o' cl ock.

DR. FRANT: Okay. One o' clock, and he and
| have been tal ki ng about what ki nd of mechani smwe coul d
devel op that woul d al lowfor sonmerelief whilethere's a
rul emaki ng i n progress, and that t hat needs our O fice of
General Counsel to sort of help us understand what
options are avai l abl e that are all within, you know - -
| could speculate. | nean, there are several of them
andthisisn't thefirst tinethat there has been a need
for some kind of relief related to a regul ation.
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So t hat we have sonme nechani sns and wil |
have t o cone up wi t h one and maybe, Dr. WIIlianson, you
can helpus. If you' re workingondraft | anguage, then
we can al so tal k about howthat woul d -- what we woul d do
inthe interimto --

CHAI RMAN CERQUEI RA: | don't knowif you
captured t he di scussi on t hat we had bef ore you cane on,
but we are sort of form ng a subconmmttee.

DR. FRANT: Right.

CHAI RVAN CERQUEI RA:  And t hen | ooki ng at t he
ways to address the issue.

DR. FRANT: But the permanent solutionis
rul emaki ng to anend the current -- no, rulemaking to
amend the not current, but soon to be Part 35. Ckay.

CHAI RMAN CERQUEI RA: O her questions for
Susan? Ni ki .

M5. HOBSON: Wl |, you probably toldus and

| just mssed it. You' re going to have the revised

docunment out for comment by about the m ddl e of March?

DR. FRANT: Roger? Yes.

MS. HOBSON: And t hen when do you expect to
have t he final docunment ready for publication or what ever
you do with it so that the users --

DR. FRANT: Right.

MS. HOBSON: -- out there will know what
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t hey're up agai nst?

DR. FRANT: Exactly. | think though, just
to be clear, therule wll be published at the end of
March, and it's the rule that you have to conply with.

So one of the things that we're going to
have to say i nthe guidanceis that it's gui dance on one
way to conply with the rule, and that what a licensed
revi ewer has to nake sure that you' re doingis conplying
with the rule, not the guidance.

That's an inportant part of the way we
i npl ement our rul es.

Marjorie, did you?

MS. ROTHSCHI LD: Marjorie Rothschild from
the O fice of General Counsel.

Just a couple of things. First of all, |
think the Comm ssion'sintent istopublishtherulein
m d- Mar ch 30 days fromthe subm ssion of its report to
Congress, but you know, that's not a certain date because
it's possiblethat, you know, we coul d hear ot herw se
from Congr ess.

So | just wanted to make sure. That, |
think, isthe Conmssion'sintent, but it's not entirely
certain or up to the Comm ssi on.

And one ot her comment | j ust want ed t o nake.
Internms of neeting with a Conm ssioner, | think sone
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i nes may have been blurredinterns of if conmttees are
just tal ki ng about inviting Conm ssionerstotheir fornal
meetings. That's onething, but | thinkit's another
issue if you're tal ki ng about the Committee i n whol e
meeting, you know, privately with a Conmm ssioner.

So | just want to -- | think --

CHAI RVMAN CERQUEI RA:  Yeah, | don't think
t hat was our intent to have private neetings.

MS. ROTHSCHI LD:  Yes.

CHAI RMAN CERQUEI RA: It was basically to
have t hemshow up at a session like this to get their
specific input or to, you know, address i ssues that are
of concern to the Committee directly.

MS. ROTHSCHI LD: Right. Well, that's what
| assuned, but | just thought it maybe needed to be said
j ust once agai n.

And then as far a any future rul emaki ng,
there are different neans for initiatingrul emaki ng, but
we just have to be aware that there are certain
procedures and limtations actually as far as staff
contact if you were tal ki ng about a, you know, petition
for rulemaking from outside parties.

So | just wanted to enphasize that once
again. | thinkit may not, you know, have been as cl ear
possi bly insome of the earlier di scussions this norning,
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but I just wanted to clarify that.

Thank you.

CHAI RVAN CERQUEI RA: Okay. Thank you.

DR. FRANT: Everybody knows Marjorie
Rot hschi | d.

CHAI RVAN CERQUEI RA: | think she should
actually have a seat at this table here because --

DR. FRANT: Right.

CHAI RMAN CERQUEI RA:  -- so many of these
i ssues woul d be -- you know, if we coul d address her
directly it would be -- but we can call on her, can't we,
John, if we have --

MR. HI CKEY: Yes. That can be arranged. W
have another m crophone up here.

CHAI RMAN CERQUEI RA:  Yeah, wel |, definitely
because it would save us quite a bit of tinme on, you
know, just sonme of these procedural issues

DR. FRANT: Okay. Well, the planning
meeting March 14th, | think it woul d be goodif you had
sonebody at that meeting.

CHAI RVAN CERQUEI RA: What's the tine of the

nmeeting?

DR. FRANT: [I'Il have to get back to you.

CHAI RVAN CERQUEI RA:  Okay.

DR. FRANT: | know the room but we'll
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probably spend a good portion of the day.

CHAI RMAN CERQUEI RA:  Again, if Angel a coul d
get an E-mai |l out to peoplewithtinme and | ocation, and
we shoul d see i f sonebody is interestedin attendi ng and
canfreeup their schedule to do so. | thinkthat would
be i nportant.

DR. FRANT: Ckay, and the other rol e that --

CHAI RVAN CERQUEI RA:  And t hen on Mar ch 15t h,
you sai d you woul d have a draft rule, a draft gui dance
docunent avail able, and will that be put on the Web?
WIIl it be sent out to --

DR. FRANT: Both.

CHAI RVAN CERQUEI RA: -- the Commttee
menber s?

DR. FRANT: It will be published and
distributed to all nmedical |icensees through our

distributioncenter. It will beonthe Wb, andit wll
be sent tothe ACMJl Committee nenbers as part of your
Comm tt ee nmenbershi p.

CHAI RVAN CERQUEI RA:  Ckay.

DR FRANT: Soit wll beall three of those
t hi ngs.

CHAI RMAN CERQUEI RA: Ni ki, you had one?

MS. HOBSON: Yeah, | was wondering. Between
now and March 15th, do you have plans towork with the
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prof essi onal societies that you alludedto earlier, that
t hey have alot tocontributeif they have thetinme and
w | lingness?

DR FRANT: No, | think what we'retryingto
dois just take the docunent that we have, cleanit up
based on t he corment s t hat we' ve gotten recently, and put
it out, and then at that point work with --

MS. HOBSON: Okay, but there will be
i nvol venment by t he prof essional societies at sone point?

DR. FRANT: Yes, and that's what these
meetings in April are about and t he pl anni ng neeti ng on
March 14th is for how to engage that conmmunity.

CHAI RVAN CERQUEI RA:  Just agai n one conment .
And | feel kind of bad. W don't have a nucl ear nedi ci ne
representative onthe Commttee because t he SNM ACNP
real |y had t he nost comments, criticisnms of the guidance
docunent .

DR. FRANT: R ght, but I think Chi p has been
cal l i ng some of those fol ks, and t he Chai rman certainly
has corresponded with them So | think that they're
aware of March 14th and will be part of the coment
process.

CHAI RVAN CERQUEI RA: Again, | think it would
be i nportant to get it out to all of the professional

soci eti es.
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DR. FRANT: Exactly.

CHAI RMAN CERQUEI RA: I n the past, this
Commi ttee has i n sone ways been sort of a battl eground
bet ween vari ous i nterests from physici an groups and
everything, and |I think we really should make the
information available to all the stakehol ders,

And sort of in terns of these dates, if
peopl e want to send -- nowthe neeting on March 14th, is
that open to the public?

DR. FRANT: Yes, of course, it would be.

CHAI RVAN CERQUEI RA:  (Ckay. Again, it would

be i nportant --

DR. FRANT: It would be a noticed neeting.

CHAI RMAN CERQUEI RA: Ri ght .

DR. FRANT: And what | guess | want to
i nsure, that we have a cadre of fol ks that are i nportant
to be part of the planning process, andthenit will be
noti ced.

CHAI RMAN CERQUEI RA: Good. Again, | think
i f you could send out information to the specific groups
who have representation onthe ACMJI, but to all other
st akehol der s and peopl e who have sent comments, | think
t hat woul d make certai n that everybody with an i nterest
knows about it and can organi ze sendi ng peopl e.

DR. FRANT: To sone extent |I'mrelying on

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

149

Chi p Caneron because | think he has along history with
di fferent groups.

CHAI RVAN CERQUEI RA:  Ckay. John, you want ed
to?

MR. HI CKEY: Yeah. M. Chairman, | just
wanted to clarify, first of all, to repeat that the
gui dance docunent wi I | be published for public conment,
not as a final docunment.

CHAI RMAN CERQUEI RA:  Sure.

DR. FRANT: In March.

MR. HI CKEY: And that we will be goi ng out
for i nput and sending invitations to all stakehol ders and
organi zations. It's not our intent that ACMJ w || be
the vehicle by which we communicate with other
st akehol ders. The ACMJI is freeto dothat, and we will
solicit input fromthe ACMJ, but we are in no way sayi ng
t hat the ACMJ is the organi zationthat's responsible for
going to the other stakeholders and --

CHAI RMAN CERQUEI RA:  Sure. No, and | ' mnot
suggesting that, but 1'mjust saying that for all of the
st akehol ders, they need notice to send people.

MR. HI CKEY: Yes.

CHAI RMAN CERQUEI RA: And March 14th is
relatively close. It's three weeks away. So | think
it's inportant to get it out.
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And | realizethat thisis adraft, but you
have gotten conments. The SNMACNP was very specificin
terms of the gui dance docunents, and so t he cl oser the
draft can be to a final the better off it will be for
ever ybody.

Soall right. O her questions or comment s?
Jeffrey.

DR. WLLIAVSON. Well, | thinkin preparing
the draft, when | reviewed t he docunent as it existed
about a nonth ago, | guess, | didn't think enough effort
was made to try and indicate the spectrum of
possi bilities that users could haveininplenenting. |
was too focused on one set of nobdel procedures.

You know, | think a ot could be done to
anel i orate that by addi ng paragraphs here and t here,
indicatingthe areas where alot of flexibility exists so
that it's whoever reads that nanual indicates -- realizes
that thisisjust apossibility, and that other options
can be i npl enented and the | i censee won't be puni shed f or
doing it.

CHAI RMAN CERQUEI RA: | |i ked your comment
about sort of a mninmalist docunment whi ch gi ves peopl e a
certain anount of responsibility. Obviously, you know,
it's performance based, risk adjusted. | think they're
very inportant, key words, andif takento heart, I think
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it would certainly reduce the anount of information
that's there for diagnostic and even for the therapeutic
community as wel|.

DR. FRANT: But at the sanetinme, | guess,
' mconscious of the fact that |I've heard frommany st af f
menbers, particularly licensereviewers, that they're
asked: is there a place I can go to --

CHAI RMAN CERQUEI RA: Ri ght .

DR. FRANT: -- and find a nodel procedure
that gives nme an idea about what is expected?

And that, as | said, isatension, andto
t he extent that we coul d have j oi nt docunents or that it
coul d be produced by sonmeone ot her t han NRC as, you know,
thisis arecomended way to go. That woul d be fine, and
we' ve done that in other areas.

In the nmeantine, there's a vacuum and
sonmethingw |l fill that and perhaps we can t ake t hese
nodel procedures and have t hemsonepl ace el se that are
avai |l abl e, but they're not seenas required evenwth a
little r.

CHAI RMAN  CERQUEI RA: I think the
pr of essi onal medi cal societies would certainly all give
you their cooperationinaneffort toget this done. The
only point | would makeistotryto get sort of a broad
representation.
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You know, for the reactors, you had a single
entity, | guess, produce a docunent. | think --

DR. FRANT: You woul d think they are nore
nmonol i thic than they are, but each utility hasits own
phi | osophy.

CHAI RVAN CERQUEI RA: Right, right. | think
just to keep us ontinme, agai n, being cogni zant of the
flight schedules, I'd like to thank --

DR. FRANT: OCkay. Well, I'mgoingto stay

because | have a role in the next presentation. So --

CHAI RMAN CERQUEI RA: Okay, but again, |
think it was an excell ent presentation. | especially
l'i ke the specificswiththe dates, thetinme |lines and
everything else, and it woul d be very useful to the
conmmtteeif we could get Angelato E-nail those out to
us so that we can go back to our constituents.

DR. FRANT: Ckay.

CHAI RMAN CERQUEI RA:  Thank you, Susan.

Ral ph.

MR. LIETO Dr. Frant, just toclarify, the
March meeting and its purpose, isit to get stakehol ders
t here and howt o best get the revi sed docunent addressed
or isit to address howthese public neetings are goi ng
to be conducted?

| " mstill unsure as to what the March 14t h
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meeting --

DR. FRANT: It's nore about what the public
meetings -- what rol e they can play ininfluencingthe
gui dance docunent, you know, and who shoul d be t here and
how we can best get comments and i ncor porate theminto
the final docunent. Soit's a planningneetingfor the
meetings in April. Is that clear?

MR. LIETO.  Thank you.

CHAI RVAN CERQUEI RA: Dr. Frant, you' ve done
such agreat jobwithtimelines. | guess the one thing
|"mstill unclear on is that, you know, we saw the
subm ssi on that the Conm ssioners sent to Representative
Cal | ahan, and have t hey heard back? When wi |l they hear
back? That's kind of a key question in this, isn't

DR. FRANT: | agree.

CHAI RMAN CERQUEI RA:  The answer is?

DR FRANT: The answer isthat intheletter
we sent to Congress, and | guess it's been stated enough
times, and the Chairman, | believe, made sone phone calls
t o key congressi onal representatives, tonmake it clear
that the intent of the Conm ssion was to publishtherule
30 days after the date it was sent to Congress.

So we hol d our breath because if there's
sone strong sentiment anong the |l egislatorstotell us,
no, you don't have perm ssion to use the nonies in your
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budget to i npl enent Part 35 and you're not to publishit,
t hat may happen. And that's what Marjorie, | think, was
al luding to.

Ther e' s no guar ant ees except i f you buy a
washi ng machi ne from Sears, and -- sorry.

CHAI RMVAN CERQUEI RA:  Ckay.

DR. FRANT: But, | mean, it's the truth.
And so at the sanme tinme, | think that just ny personal
sense is that the Chai rman and t he Comm ssi oners di d sone
legwork and fully intendto publishit and believe that
t hey won't have a | egi sl ati ve change, you know, w t h some
| egi sl ati on.

So |l think the optimstic glass half full
viewis that within 30 days of sending the report to
Congress, we will sendthe Part 35as it stands tothe

Federal Register to be published and to be effective six

mont hs after the date of publication.

We're working to that. You're assum ng
t hat .

CHAI RVAN CERQUEI RA:  Ri ght.

DR. FRANT: But it isn't thereuntil it's
t here.

CHAI RMAN CERQUEI RA: That's great. That's
very useful then.

Al right. Well, sothis sectionis now
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status of the NRC Web site in terns of security
restrictions, and John Hickey is going to cover
el ectronic forums; is that --

MR. HI CKEY: Correct.

CHAI RMAN CERQUEI RA:  And the Web site i

MR. HI CKEY: Dr. Rathbun is here to talk
about the Web site.

DR. FRANT: Ckay. Pat, before you start, |
want -- Dr. Di anond, you nmade sonme comrent s yest er day
about bad peopl e usi ng good stuff to do bad thi ngs, and

you know, there's --

S?

DR. DI AMOND: | |like that. | |ike that.

(Laughter.)

DR. FRANT: So |'ve been wor ki ng wi th FEVA,
and John Hi ckey has been working on a | ot of not for
publ i c di scussi on or not for public rel easeinformtion
about things that could be done with radioactive
mat eri al, not therapeutic and not di agnostic. Andthe
issueis | knowthe advi sory that went out to all of our
material s | i censees saidthat you shoul d saf eguard t he
mat eri al nore so than you have i nthe past, and | think
t he suggestion in the advi sory says sonet hi ng about
| ooking at it as a control |l ed substance and sone of the
saf eguards you have for controll ed substances.

| have the sense that you're working on
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gui dance to send out to nedi cal |icensees on what t hey
can do to sort of inplenent that request of the
advi sories to | ook at nore saf eguardi ng of radi oacti ve
mat erial when it's used in medical applications.

DR. DI AMOND: Not specifically. M general
conment s regar di ng bad peopl e doi ng bad t hi ngs wi t h good
mat eri al s was nore of a general informative point that
the societies aretrying to go and just educate their
constituent nmenbers as far as basic resources and
procedures that are out there in case one of these events
shoul d happen.

DR. FRANT: Oh, okay. So this would bein
response to.

DR. DI AMOND: Mbre of a response. | can
tell you that in nmany, many radiation safety
organi zati ons or comm ttees across the country thereis,
however, a fornmal nove to safeguard these materi al s nuch
nore cautiously. For exanple, our institution, wherethe
board scope hol der real l y serves to oversi ght many, nmany
smal ler facilities, we've taken steps to take sone
prograns where very, very little manual brachytherapy is
done and go and consolidate those naterials into a
central | ocation where obviously safekeeping and
oversight is nuch better.

Per haps | can ask a nenber of the audi ence.
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Nancy Daly i s here. Nancy, do you happen t o know of f hand
any nmore specifics with respect to if Dr. Frant's
questions is actually being | ooked at inthat cormttee?

MS. DALY: No.

MR. HICKEY: Step to the m crophone and
identify yourself.

MS. DALY: Nancy Daly from Astro.

Again, we're nore specifictoif it wereto
happen what woul d be t he nechani smt hat woul d be put in
pl ace, and what resources coul d radi ati on oncol ogi sts
offer to the communities where it happens, and --

DR. DIAMOND: All right. Could !l -- I'm
sorry.

DR. FRANT: What | was going to say is,
okay, so | m sconstrued what you sai d because what | was
goingtooffer isif wecouldplay aroleinhaving our
saf eguar ds group reviewt hi ngs for you, we woul d be gl ad
to facilitate that.

DR. DI AMOND: And | was goingto say that |
think that as you bring this up, thisis an excellent
poi nt that woul d be wel coned.

DR. FRANT: COkay. Because we have, of
course, a safeguards group that's beenworkingw ththe
intelligence community and with ot hers about issues
rel ated to radi ol ogi cal di spersion devices, radi ol ogi cal
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emtting devices, REDs, RDDs, and of course,
i ndependent | y devel oped nucl ear devices, whichl thinkis
not an issue --

DR. DI AMOND: Correct.

DR. FRANT: -- because it's fissile
mat eri al, but the RDDs and t he REDs are things that |
guess there are nedical use isotopes that could be
i nvol ved.

DR. DIAMOND: | think we all recogni ze j ust
asyou'realludingtothat if a bad person wanted to do
bad things with good materials, that going after hospital
supplies or material s woul d be, unfortunately, away to
go, and therefore, we could certainly wel cone that
advi ce.

DR. FRANT: Well, | guessif as acomunity
there's some work, then we coul d put youintouchwth
sonme of our safeguards people.

MS. DALY: Yeah, and we're al soworkingw th
t he Anmeri can Col | ege of Radi ol ogy and t he physi cs AAPM
So --

DR. FRANT: Ckay.

CHAI RMAN CERQUEI RA:  Dr. Nag had a coment .

DR. NAG Dr. Cerqueira and Dr. Frant, at
the | ast ACMJ neeting there was sone di scussionthat if
sonet hi ng bad wer e t o happen, the ACMJ woul d probably be
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one of the first ones contacted, and nuch di scussi on
about that. And there should be sone fornmal nechani sm
how t he ACMJI shoul d behave shoul d anyt hi ng happen.

DR. FRANT: Well, we can tal k about havi ng
some kind of a secure briefing.

DR. NAG Right, and | think one of the
t hings at the | ast neeting, that an actionitemwas t hat
t he NRC woul d conme back to whether we will have sone
traini ng session or at | east sonme briefing session so
t hat we can knowhowto react to the news nedia, howto
react to the peopl e nearby, and you know, how we can
train the other people.

DR. FRANT: Well, we have sone materials
t hat we' ve prepared wi t h many ot her federal agenci es,
i ncl udi ng HHS and FEMA t hat are for federal governnent
use. Let ne see if that can be distributed. |'mnot
sure. It'sofficial useonly, but I'mnot sure howot her
-- 1" mlearning about the different | evel s of protection.
| knowcl assified and noncl assified. There's a newone
com ng up that | guess Pat can tal k about, whichis the
O fice of Honel and Security is com ng up wi th a honel and
security sensitive designation, and that's sonet hi ng
we' r e wor ki ng t hrough. That woul d be a new desi gnati on.

DR. NAG At the |ast neeting we were
tal king about some official training and offici al
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briefing that the ACMUI shoul d receive.

DR. FRANT: Okay. Well, I"mgoingtolet
John and Angel a work that out.

CHAI RVAN CERQUEI RA:  So do we want t o make
that an action itemthen?

PARTI Cl PANTS:  Yes.

CHAI RMAN CERQUEI RA:  To basically --

DR. NAG It was made the last tine. So |l
think we would just repeat the sanme thing.

CHAI RMAN CERQUEI RA: Again, for the
transcribers, if you coul d somehow hi ghlight this, it
woul d be i nportant.

DR. NAG Theacti on it emwoul d be t hat
ACMUI menbers have a training session and/or a briefing
for any untoward accident in nuclear --

DR. FRANT: Well, it would be potenti al

DR. NAG | don't want to use the wong
wor d.

DR. DI AMOND: Mal evol ent.

DR. FRANT: | can never pronounce that.

DR. DI AMOND: Mal f easant.

DR. FRANT: Right. You know, in G eat Neck
Hi gh they never taught nme that. Anyway --

CHAI RMAN CERQUEI RA:  All right. W should
-- 1 really want to try to keep on schedule. So why
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don't we goontothis section, and naybe, Ms. Rat hbun,

if you could, we've got 15 m nutes, John, to do this

section.

MR. HI CKEY: Yeah, that's fine.

DR. RATHBUN: It will be very short, not a
probl em

Thank you very nuch.

This is ny name tent. Well, that's all
right. "Answers tothe nane of Pat frequently." Okay.
Al right.

As you probably know, after Septenber 11th,
inconsultationw ththe Justice Departnent, the NRCdid
cl ose down t he public Web. Access to ADAMS was still
avai | abl e to t hose peopl e who had al ready had access to
ADAMS.

CHAI RMAN CERQUEI RA: I"'msorry. What's
ADAMS?

DR. RATHBUN: Al right. ADAMS is a
docunent managenent systemfor the agency cal | ed ADAMS,
and it's essentially wherethe NRCstores el ectronically
all of its docunents, andif you-- it's availabletothe
public. Youcan just sinply conmein and]| ook at what ever
docunents are in there, and theoretically it is the
official record system of the NRC

So you can see i medi atel y t here were sone
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i nt eresti ng par adoxes because we had t he Wb cl osed, but
we had avail ability of ADAMSto peopl e who had al r eady
had it.

So ti ne passed, and Susan began to head a
proj ect whereby we were maki ng deci si ons about what
shoul d conme back to t he Web, whenit's avail abl e, and
what should be if not renmoved from ADAMS, at | east
significantly safeguarded.

Now, as you can i magi ne, this was a huge
task. It was al so carried out very rapidly because, you
know, peopl e were very, very concerned. It involved both
the reactor side, as well as the NMSS side.

VWhat did we real ly take down t hat coul d be
of interest to you?

I n our fact sheets, we had a fact sheet on
t he medi cal use of radioi sotopes. The reviewer said
drawi ngs attention to the fact that sonme nedical
facilities have sonme very hot sources.

At that tinme, that docunent was t aken and
classified. Wll, "classified" isthe wong word. And
mar ked sensitive.

We al so had another fact sheet on the
bi ol ogi cal effects of radiation, whichthe reviewers at
that tine, and you can see t hey were very cauti ous, said,
"Cont ai ns | anguage concerning cancer threat."
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So the current decisiononthesethingsis
to put the biological effects of radi ation fact sheet
back out onto the Wb, but so far not the nedi cal use of
radi oi sotopes. So that's somethingthat you may or may
not want to comment on, not necessarily here, but we're
going to hold that back.

The  ACMUI transcripts are public
information, and t hey are avail abl e. | MNS Managenent
prior toyou actually reviewed that and felt there was no
reason to pull that back. So unless | hear, you know,
vi ol ent opposition here today, that will be goi ng back on
t he Web.

NUREG 6642, the risk docunent which, you
know, contains the detail ed we feel kind of scenarios or
howt o make troubl e, that was renoved. It is still off
the Web. No plans to go back.

Now, so that's where -- yes, sir.

MR. LIETO: So none of the NUREGs are
avail abl e? Because it's ny understanding --

DR. RATHBUN: No.

MR. LI ETO -- the RegCui des and t he NUREGs
are not avail abl e.

DR. RATHBUN:. Well, let ne gotothat part.

At the same tine that this was goingonin
response to closing the Web due to the terrorist
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activities, there was an activity going onto nore or
| ess straighten out the Web and cone up with a new
desi gn.

What ' s happening now is docunents are
returning tothe newWb, but wththis sort of cl oak of
security. | don't knowtoday i f the NUREGs ar e back, but
unl ess --

PARTI CI PANT: They' re not.

DR. RATHBUN: They're not. Okay. Unless
they' re marked "sensitive" i n ADAVS you shoul d be able to
get them but they are com ng back.

MR. HI CKEY: Excuse ne. Anot her way to say
that isif they were previously public, they will be put
back on the Web public with a few exceptions --

DR. RATHBUN: Ri ght.

MR. HI CKEY: -- generally that won't affect
medi cal |icensees.

DR. RATHBUN. Yeah, | think the only oneis
that 6642, andif there were inplicationsinany of the
ri sk work, I know Lawr ence Kokaj ko has spoken to you
about the activities of the Risk Goup, the results of
t hat project are beingw thhelduntil we determneif
there arerisk scenarios that could sinply | ead t he way
to a terrorist.

Now, | mean, as you well know, this puts us
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i nquite a bal ance bet ween what peoplereally need to do
t heir busi ness and what, in fact, m ght be used by bad
peopl e to do bad t hi ngs with good material. So what's
happeni ng?

Well, we're working on definitions and
policies sort of very, very, very hard. | nean, there's
a group of peopl e whose major jobis nowtowrk onthis
and try to get as nuch i nformati on back out on t he Wb as
we possibly can.

We are wor ki ng on this both w thinNRC, but
al so with Honel and Security, and what Susan was referring
to is called -- it's a new classification for
information, andit's call ed sensitive homel and security
i nformation, which people arecalling"sushi." Soif you
hear peopl e speaki ng of "sushi," that's what they're
t al ki ng about .

And Honel and Security's definitions
currently are pretty general, but it's not at all clear
to us exactly where they're going.

Un- huh?

DR. WLLIAVEON: I'malittle concerned at

what you've just said. It seens to ne --
DR. RATHBUN: |'m not surprised.
DR. W LLI AMSON: -- that it's totally

ridi cul ous totake the nedi cal use fact sheet of f of the
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Veb. You can go to any text book on radi ol ogi cal sciences
and l earn that highintensity radi ati on sources are used
for radiotherapy or for nuclear nedicine.

DR. RATHBUN: | totally agree with you.

DR. WLLIAMSON: And so | think a nore
realistic screeningof the material needs to be nade. |
thinkit's appropriate to withhold details about the
operational characteristics of specific sites, such as
power pl ants that woul d perhaps ai d i n soneone, you know,
| aunching a specific attack or action.

DR. RATHBUN: Ri ght, exactly.

DR. W LLI AMSON: But to withhol d general
mat eri al about t he operation of the NRC, about the use of
radi oactive materialsingeneral, andits activities, |
mean, | think that's infringing upon your charge --

DR. RATHBUN: You're absolutely right.

DR. WLLI AMSON: -- as an open and public
agency. So | --

DR. RATHBUN: Inthat one we totally agree
wi t h you, and there are about si x fact sheets that at the
timeit seened like -- you know, it seenmed | i ke a good
idea at the tinme right after Septenber 11th to pull
everything that even, you know, had any hint.

There' s a whol e pil e of them about seven,
that | suspect will go back just next week. So, you
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know, | totally agree with you. |If we erred in the
beginning, | think we erred on the side of probably
overly cautious, and | thinkthat what you see fromt he
Conmmi ssion is a nmove now to be nmuch nore realistic.

DR. FRANT: The Commi ssi on has directed us
t o go back and make sure t hat we' re not doi ng exactly as
you' re suggesting. At the sane tine, the Seal ed Source
and Device Registry, for instance, we've made that
password protected, and only i f you have a password can
you used t he Seal ed Sour ce and Devi ce Regi stry, onthe
assunptionthat there are detail ed drawi ngs t hat can gi ve
sonebody an i dea on how a devi ce coul d be di smant | ed or
what ever.

It may be that unl ess you know where t he
deviceisit wouldn't matter i f you knewwhat to dow th
it, and you would only get that if you put one and one
t oget her, one bei ng t he Seal ed Sour ce and Devi ce Regi stry
withits detail ed docunents and then found | i censees’
names and who i s usi ng that devi ce and a map of where
t hey were.

On the ot her hand, it's clear fromsone of
theintelligencethat we get that there are peopl e who
arewillingtodoal of that | eg work. So you want to
maeke it a little nore difficult.

And we di d have many, many evi dences of hits
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comng fromall over theworldto different parts of the
NRC Wb site, and it may be things that are in a
t ext book, but the Web i s very accessi bl e, and so t here
was a very conservative deci sion made right after 9/11
that we'll just put the Wb down and wait until we figure
out what we can put back up.

And as Pat said, we're doi ng two things at
t he sane ti me, whi ch soneti nes confuses the i ssue, which
i s putting things back up, but puttingit back up on our
newWeb format. Soit'stakingalittlelonger to get
sone of the NUREGs back up, but they are slated to go
back up, and | don't knowexactly what the dateis, but
t hey' ve been in waves.

And as wi th t he rest of what we do here, the
reactor stuff went back up stuff, and t he nedi cal stuff
will follow

CHAI RMAN CERQUEI RA:  Ri chard, did you have
a question?

DR. VETTER Yeah. Theinformationinthe
public docunment roomis also readily accessible.

DR. FRANT: Absol utely.

DR. VETTER: And |I' mnot sure howthat --
sure, it's easier to go on a conputer, and you can do
t hat --

DR. FRANT: From anywhere in the world.
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DR. VETTER -- fromanywhere inthe world,

but the public docunent roomis al sothere. M question
relatestoinformationthat at | east i nthe past has been
avai |l abl e i nthe public docunent room andthat is: is
thereinformationeither inthelicenseliteratureor in
enforcenent literature that woul d reveal the |l ocation of
radi oactive materials at a nedical center?

DR. FRANT: |'msurethereis, and|' msure
i n enforcenment docunentationthisis sonethingwe have
been | ooking at. There are discussions of
vul nerabilities that need to be corrected, andthat's
al so problematic. Becauseif it hasn't been corrected
yet, then it says you have a problem

| was | eadi ng the teamthat didthereview
at Nl Hwhen t hey had t he P- 32 cont am nati on, you know,
and we had docunents on what the security issues were.

DR. VETTER: Yeah, personally | woul d vi ew
t hat as nore probl emati c t han havi ng NUREGs and so forth
out on the Web.

DR FRANT: Yeah, and | think you' re exactly
right, andit's one of Pat's issues, istoconmeupwth
gui dance t hat hel ps us nmake t hose deci si ons so t hat we
don't make it on each docunent, but we make it on
cat egori es of docunents.

Ri ght now - -
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DR. RATHBUN: If possible, if possible.

DR. FRANT: Right nowthe things areinthe
publ i c docunent roompartially because you have to go
there. You haveto signin. W knowwho's | ooking at
the stuff, and that's part of what we're |l ooking at, is
who has access, not only --

DR. WLLI AMSON: Maybe that is a better
approach to your problem istotry to define-- nake an
appl i cati on systemfor peopleto get passwords so t hat
t hey coul d have access to a br oader scope of i nformati on.

Rat her thantryingto classify every single
docunment, you coul d screen peopl e who have access and
supply passwords to users fromthe nedi cal center who
need to get into this stuff.

DR. FRANT: Yeah, well, we have to be
careful --

CHAI RMAN CERQUEI RA:  Just in ternms of -

DR. FRANT: -- that we don't usecriteria
t hat --

CHAlI RVAN CERQUEI RA: Right. Interns of the
Committee, | needto give John sone tine for his forns.
VWhat specific questions do you have for the Committee
relative to this?

DR. RATHBUN: Honestly, | didn't have any
gquestions. | just wanted --
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CHAI RMAN CERQUEI RA:  Just information.

DR. RATHBUN: -- toinformyou, and|'d | ove
to hear fromDr. Lieto.

MR LIETO First of all, | use ADAMGfairly
frequent!|y because you can use it to confirmtraining and
experience, credentials of newusers at your facility as
t o whet her they were actually |i censed or not and what
|icenses they were on.

Regar di ng Di ck' s question, yes, there are
floor plans and | ocati ons of where stuff is because
basically alicense applicationis full copiedinits
entirety. So that information is there.

My concern is that there's a |ot of
informati on as an RSO and a physicist that you want
access totheregs., you know, current versions of the

regs., which are sonetines very difficult toget, and |

DR. FRANT: Those shoul d be up there. Those
shoul d be up now.

MR. LIETO. But |lots of tinmes though --

DR. FRANT: We'll check.

MR LIETO Part of theissueislikeif you
want a copy of Part 35, you' ve got to go t hrough and copy
each section. There are not entire parts that you can
downl oad for distribution to users and for training
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pur poses, and soforth. Thesanmethingwithlike Part
20, Part 19.

DR. WLLIAMSON: ©Oh, it's terrible.

MR. LI ETO Those types of things. Soit's
very difficult, and | would thinkthat that woul d be very
hel pful .

Anot her comment regarding what you're
planningtodowththe NUREGrevision. Tonethere's
going to be a |l ot of people who can't get to these
meetings and so forth, and | woul d see that the Wb site
isgoingtobereallycritical because of thetine frame
for peopl e to make conmment s and suggesti ons and want to
get input to the NRC.

So | know t hat when the original Part 35
revi sion when out therewas asite, and| thinkit was at
Lawr ence Livernore, but | coul d be wong, where peopl e
coul d have di al ogue on the i ssues, and it was nonitored,
| think, by the NRC staff for comment.

I don't know how beneficial it was to the
staff or not, but there's got to be, |I think, that Wb
si te mechani smfor communi cation onthis Part 35 revision
that | think is really inportant.

And | know |I' mbei ng | ooked at over here
about the clock and so forth, but, hey, I've got the mc.

DR. FRANT: You bet.
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MR LIETO So |l think the Web site is a

very --
CHAI RMAN CERQUEI RA: | could cut you off.
MR. LIETO -- is very inportant.
DR. FRANT: Well, | think we intendto use
that. | don't see Roger, but thelast |I heard, the staff

pl anned to have that Web site up.

MR. LIETC Now, the other issue is
regardi ng ADAMS. Because of the way of accessi ng ADANS,
if you have firewalls, it's very, very difficult to
access ADAMS, especially for |likelarge centers and so
forth. Infact, theonlyway | candoit is viaanodem
| can't doit viaour hospital network, whichis avery
sl ow process.

And so i f you' ve got a si zabl e docunent, |
mean, you' ve got to basically kind of do this overnight.
So, you know, to | ook at get si zabl e NUREGs and t hi ngs
li ke that to download, it is not easy. In fact, it's
very difficult todoit because you've got todoit via
nodem

DR. FRANT: Yeah. We'l| pass that onto our
Cl Of ol ks who have done t he Web redesign. | thinkthey
tried to address that. This has been a conpl ai nt by
many, many groups. We've been accused of using the Wb
as a way to disenfranchi se people who didn't have
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conputers and elitists and all of that.

CHAI RMAN CERQUEI RA: | suggest that we t ake
a break. Let Johncut intoDon Cool'stinealittlebit,
and if people have --

DR. RATHBUN: That's fi ne.

CHAI RVAN CERQUEI RA:  No, but if peopl e have
specific questions for Dr. Frant and Rat hbun, just ask
t hem now. Okay?

DR. RATHBUN: Yeah.

DR. FRANT: We'll be here.

CHAI RMAN CERQUEI RA:  Thank you very nmuch.

(Wher eupon, the foregoi ng matter went of f

the record at 10: 06 a. m and went back on

the record at 10:22 a.m)

CHAI RMAN CERQUEI RA: | was tal ki ngto John
during the break, and we have every intent of being
conpleted by three o' clock. Alot of theitens after the
three o' cl ock break werereally sort of dealt withto
sone extent.

I"dalsoliketonentionthat, you know, |
t hink the Commi ttee neets. Most of us, thisis not our
mai n | i ne of work, and for some of these this was very
informative, but it woul d be very useful if we had sone
guestions that they wanted to ask us specifically, andif
they' re goi ng to sort of update us on sonet hi ng, havi ng
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the materi al sent to us ahead of tine would all owus to

viewit onthe plane, if nothingelse, sothat we could

provi de sonme useful input into the NRC on these itens.

So, again, | think some of these updati ng
the Commttee on factual itenms, we should get the
mat eri al ahead of time, and if there are specific
gquestions that they have for the Commttee, | think
t hese, again, should be clearly stated. O herw se we
just have a nice dialogue and we get alittle bit of
i nformati on and we exchange cards, but we coul d be nmuch
nor e useful and productive if we knewahead of ti nme what
t hey' re going to present and what i nformati on t hey want
fromus specifically.

MR. HI CKEY: Yes, we agree with that, but
| et me just point out a couple of considerations. Oneis
this was inresponse to arequest fromthe Commtteeto
place this on the agenda. It wasn't that the staff

CHAI RMAN CERQUEI RA: Ri ght .

MR. H CKEY: -- had questions they wanted to
bring to the ACMUI.

The other is we agree that we need to
provi de youwith nateri al advance, but an exanpleinthis
particular case is where it involves security
consi derati ons we have to be careful what we put down on
paper.
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CHAI RMAN CERQUEI RA:  Sur e.

MR. HI CKEY: And was you heard, thisis a
dynamc situation where it's unclear what's bei ng rel ease
to the public and what's not.

CHAI RVAN CERQUEI RA:  That ' s under st ood, and
we are certainly aware of those factors, but again, to
get nore business done, it's inportant to have it.

Al right. Well, the next itemthen is
going to be John with the electronic forns.

MR. HI CKEY: Yes. Dr. Cool isinaneeting
t hat shoul d have ended by now. So we're expecting him
monentarily, and M. Lohaus isin aneetingalso, but we
expect himto be here on tine.

W threspect tothe electronic forns, and |
think some of Ralph Lieto's remarks were a good
introductiontothis, wewuldlikefor the Wbsiteto
be nore user friendly and nore useful, and sowe will be
putting electronic fornms, i ngeneral, up ont he Wb nore,
and in particular inthe nmedical area where there are
fornms that are useful, such as an application formor a
reporting form

We're going to have that as part of the
medi cal tool kits, Web tool kits, so to speak, that
that's anot her resource t hat i nstead of having to get the
forms through the mail i n hard copy or Xerox themout of
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sonet hi ng, you can downl oad t hemand fill themout, and
per haps even submt them el ectronically.

So that i s one thing we're working on, and
we're al so | ooking at other user friendliness issues.

Ral ph poi nted out one that's cone up bef ore,
t he i ssue of our regulations. |f you' re readi ngthemthe
way t hat they are on the Wb, if you' re just readi ng them
onthe Wb it's fine, but if you want to downl oad t he
whol e docunent, you can't just click Part 20 downl oad.
You' ve got to click 20.201, 20. 203 and downl oad each one
of those individually.

So that's an agency-w de i ssue, not just a
medi cal issue, but that's something elsewe'l|l haveto
wor k on.

CHAI RMAN CERQUEI RA: Good. Sothat's it on

forms.

MR. HICKEY: That's it. 1'll take any
guesti ons.

CHAI RMAN CERQUEI RA:  And Dr. Cool is still
not here.

MR. H CKEY: Unfortunately. W just called
up there. He's goingto cone down as soon as he gets out
of his other nmeeting.

DR. VETTER: Can | just make one comment ?

CHAI RMAN CERQUEI RA:  Yes, pl ease.
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DR. VETTER: The public docunent roomdoes

provide -- | don't knowif that's -- it's some el ectronic
connection of the public -- not public docunent room

The Governnment Printing Office. You can
downl oad entire chapters fromthat. At |east, unless
sonet hi ng happened si nce Sept enber, | have done that in
t he past.

MR. HI CKEY: From t he Code of Federal
Regul ati ons.

DR. VETTER  Yes.

MR. HI CKEY: Yes, but that's not user
friendly for youto haveto go-- you know, we'dliketo
have it you gotothe NRCWb site; you goto the nedical
area; and it's all right there. That's our goal.

DR. VETTER: Can you |ink?

MR. HI CKEY: We can, but | don't know i f
that's the best way to doit because that i nvol ves, you
know, relying on anot her server and goi ng out of the
system and com ng back into the system

CHAI RVMAN CERQUEI RA:  Yes. Nowfor the sake
of time, it |ooks like the next two speakers are not
going to be here. Bob Ayers is here. John and | had
tal ked that there's sone sort of stakehol ders. | guess
isthere-- isthere areason we couldn't nove that up on
t he agenda now?
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DR. AYERS: | don't have ny slides here.

CHAI RMAN CERQUEI RA: Ckay. So | guess we
can't do that.

DR. AYERS:. | can go up and get them but it
woul d take a few m nutes.

CHAI RVAN CERQUEI RA: Wl |, maybe you shoul d,
and what about na update on new | VB devi ces?

MR. HI CKEY: | can go ahead and t al k about
i ntravascul ar brachyt her apy.

CHAI RMAN CERQUEI RA:  Yeah.

MR. HI CKEY: Before you do that, woul d you

liketotal k about thethree o' clock, toseeif we could

CHAI RMAN CERQUEI RA:  We coul d touch --

MR. HI CKEY: To the extent that the three
o' clock itens need further discussion, we coul d cl ose
t hose out.

DR. WLLIAVBON: O we coul d deci de t he next
meeti ng date.

CHAI RVAN CERQUEI RA:  Ckay.

DR. W LLI AMSON: There are sonme ot her
adm ni strative things we could prepare.

CHAI RMAN CERQUEI RA:  All right. So the
di stribution of ACMJUI neetings.

MR. HI CKEY: M nut es.
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CHAI RVAN CERQUEI RA: M nutes. | think we've

agreed that it's, you know, two weeks before the tinme of
the neetingitself, if not sooner, isidea, so people can

review it if there are issues.

And I "mcertainly willing to | ook at the
items as they conetonme. | will not commt to going
t hrough the transcript of theentire nmeeting. 1| think

we've sinplified it, you know, with Dr. Dianond's
suggestiontotry tocome upwth specific agendaitens.
So --

MR. HI CKEY: To be clear, the m nutes will
be cl ear on what the actionitens and resol uti ons were
and what the staff's response was to those as a separate
docunent .

CHAI RMAN CERQUEI RA:  So, again, we've got a
policy, and we just have to enforce it.

Ral ph?

MR. LIETO | just had a question. Where
are the transcripts of the m nutes or -- excuse ne -- of
the meetings? They're in ADAMS only? 1Is that where
they're at or are those supposed to get distributedto
t he menbers?

MR. HI CKEY: Well, let ne ask Angela. |I'm
not sure you want themdi stri but ed, but go ahead. Speak
into the mc.
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CHAI RVAN CERQUEI RA:  Trust ne. You don't.

It's huge.

MR. LIETO Well, | was just thinkingof --

MR. HI CKEY: Well, | et Angel a answer the
first questions.

MS. WLLI AMSON: The transcript i s placed
into ADAMS after Dr. Cerqueiracertifiesit, andthat can
typically take fromthetine that we get the transcri pt,
that can typically take about 30 days.

Yes, Dr. WIIianson.

DR. WLLIAVBON: Is it possible we can have
access provided to ADAVS for t he nenbers of the Commttee
and then E-mail giventous todirect us or toinformus
when the transcri pt and m nutes are avail abl e, and t hen
we could go look at themon |ine?

MS. W LLI AMSON: That's a routine

announcenent that's made i n t he Federal Reqi ster notice

about when the transcript is avail able. So you're asking
for us to notify you precisely when it's avail abl e?
DR WLLI AVBON Right, because we don't all

read the Federal Register every day.

M5. WLLIAVBON: Right, but it isinyour --
MR. HI CKEY: W can notify you by E-mail of
the availability and howto access it. Anybody can
access ADAMS. You don't have to be given access to
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ADAMS. Any nmenber of the public --

DR. W LLI AMSON: Ckay, but if youcantell
us when and where --

MR. HI CKEY: And how, yes.

DR. WLLIAMSON: -- it's on the Wb, and
how, t hat woul d be real | y ni ce because we' re not goingto

read the Federal Register every day to find out.

MR. HI CKEY: Go ahead.

MR. LIETO | was going to say because
usual I y docunent s have sort of aweird I Dnunber, if I'm
not m staken, in ADAMS. So you know, if we even have
t hat nunmber so that we can go in and find it.

CHAI RMAN CERQUEI RA:  Ckay. Dr. Cool is
here, and whil e he's getting set up, an update of the
ACMUI byl aws. What did we change? Were there any
changes or is this --

MR. HI CKEY: |t was poi nted out that there
needs to be an update with respect tothe ternms. The
I ength of ternms of nmenbers has been changed, but the
byl aws haven't been updated. So we wi || update t hat and
any other adm nistrative changes.

And | woul d suggest that we contact the
Committee by E-mail with the revision, and then for the
next meeting the approval of the change woul d j ust be a
formality. It would have already been revi ewed.
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But the nmain concern was they did not
reflect the correct I ength of ternms. They just had not
been updat ed.

CHAI RVAN CERQUEI RA:  Ckay. | have to adm t
| haven't read themfor a while, but they're here now

Is this a revision that -- okay.

MR. HI CKEY: Can you expl ain what's been
handed out, Angel a?

MS. WLLIAVMSON: To save tine, | handed out
t he proposed change to t he byl aws so t hat when we get to
t he point i nthe agenda when we tal k about updating the
byl aws you can read what t he proposed change i s, and you
have t he current version of the byl aws al ready i n your
briefing binders.

So that's all that that is.

CHAl RMAN CERQUEI RA:  So the only thing
that's changed is the termof an appointnent to the
Committee is three years and the Comm ssion has
determ ned that no nmenber nmay serve nore than two
consecutive terms, or a total of six years.

M5. WLLIAVBON: Right. The total anmount of
time hasn't changed. It's just that the terns have been
| engt hened.

CHAI RMVAN CERQUEI RA:  Ckay.

MS. WLLIAVBON That's the only difference.
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CHAI RMAN CERQUEI RA: Does anybody have any

concerns about that, questions or di sagreenent wth those
changes?

MR. LIETO. No, | think we've just got to
vote on it.

CHAI RVAN CERQUEI RA:  Yeah. Do | hear a
notion to approve?

MR. LIETO | make a notion to anend the
byl aws, Section 3.1, toreflect the Commttee appoi nt nent
termlength as docunented here.

DR. NAG  One questi on.

CHAI RMVAN CERQUEI RA:  Yes.

DR. NAG Howwoul d t hose who ar e appoi nt ed
for two years and nowwe have athree year -- | neanthe
new appoi ntee, no problem What happens to the old
appoi ntees?

MS. WLLIAMSON: Can | answer that? It's
si nply an adm ni strative change so t hat t he appoi nt nent
process --

MR. HI CKEY: No, the questionis: isthere
anybody on the Comm ttee nowt hat was appoi nted for two
years?

DR. NAG  Yes.

CHAI RMAN CERQUEI RA: | think nost of us.

DR. NAG All.
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MS. WAGNER SCHWARZ: All of us.

CHAl RVAN CERQUEI RA: Was it for three years?

DR W LLI AMSON: The byl aws are out of step
with the current process.

M5. McBURNEY: W th the process.

CHAI RVAN CERQUEI RA:  So it sounds |i ke, you
know, the process was changed, but the bylaws weren't.

MR. HI CKEY: Correct.

CHAI RVAN CERQUEI RA: | have to -- okay. All
right. So that's been clarified.

MR. LIETO  Second Ral ph's noti on.

CHAI RVAN CERQUEI RA:  Second Ral ph' s noti on.
Any di scussi on?

(No response.)

CHAI RVAN CERQUEI RA: All the vote. All in
favor?

(Chorus of ayes.)

CHAlI RVAN CERQUEI RA:  Qpposed? Abstenti ons?

(No response.)

CHAlI RVAN CERQUEI RA: (kay. So this has been
passed, and we've dealt with that.

Dr. Cool, | apol ogi ze for taking sone of
your tinme, but we'll give it to you if you need it.

DR. COOL: Thank you, Dr. Cerqueira.

And | et me wel cone you here. Wth the
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nunber of the other things going on in the agency |
haven't had the time | woul d have |l i ked t o have had to be
with youonthelarge variety of subjects today. This
may, in fact, not necessarily need as nuch ti me as nay
have been on t he agenda. So | may, in fact, be ableto
help you just a little bit.

On the ot her hand, thisis anareawhichis
alittlebit different fromthat which the Commttee
typi cally has an opportunity to get a vi ewof because |
wanted to spend a fewm nutes and | et the Conm tt ee have
alittlebit of i nformati on about sone of the activities
that are going oninternationally because thereis a
great deal of activity going on outside of the United
St ates, outside of this particul ar set of activities that
we have here in the Nucl ear Regul atory Comm ssion.

And bot h because it i s of general interest
because of theinteractions that we and t he states and
vari ous professional societies may be engaging onin
anot her one of our lives, as well as the potenti al
i nplications that this may have | ong termfor sone of the
activities or interactions that we may have, and because
| believeit poses a newopportunity for us to at | east
consi der ways to i nfluence activities on a broader scal e,
and so for those vari ety of reasons, | wanted to gi ve you
alittle bit of background i nformati on of sone of the
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things that are going on and sone of the recent
di scussi ons that have taken pl ace.

The particular event which tripped ny
request to spend a few m nutes was an | nternational
At om ¢ Ener gy Agency Techni cal Committee nmeeting which
t ook pl ace about two and a hal f weeks ago, and it was
titled the "Developnent of an Action Plan for
Radi ol ogi cal Protection of Patients.”

Now, that m ght seemlike a very strange
title for someone fromthe Nucl ear Regul at ory Conmm ssi on
to t hen be headed over seas on, but, in fact, under that
titleliesthe current set of | AEA International Atomc
Ener gy Agency, activities related to the practice of
medi ci ne and radi ati on.

| AEA, as the states have hereinthe United
States, has aviewfor all of the different kinds of uses
of radiationinnmedicine. Thisis everythingfromthe
escl orays (phonetic) and the fl uoroscopy to the biopartic
(phonetic) materials tothe PET, tothe entire ganut of
activity. So it goes well beyond NRC s particul ar
jurisdiction.

And t hey have had in place for al nost as
|l ong as the agency has been in place a series of
activities that they' ve been | ooking at to try and
support their nenber states inthe safe use of radi ation
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and radi oactive materials.

The International Atom c Energy Agency is a
U. N. agency, and so their nenber states constituteinthe
br oadest terns t he menbershi p of the United Nations. In
nore specific terns, there are a set of nenber states of
| AEA, sonewhat of a subset, but it's still some 150 or so
different countries, and so they face a rather
i nteresting chal |l enge of everything fromthings |ikethe
United States and Great Britain, France, the various
fol ks i n the European Uni on, and ot hers who have rat her
devel oped and refined prograns, | ongstandi ng sets of
regul ati ons, practices, and activities and focuses, to
fol ks i n sone of the snaller countries, sorme of the newy
i ndependent states in avariety of places where the first
and forenpst question is: is there any sort of
regul atory infrastructure and i nformati on? Does anyone
know what t hey actual |y have and what they're actual |y
doing in using the radi oactive materials not only in

medi cine, but inall of the various attributes, al ot of

the industrial sources, radiography and ot her things?

But nedi ci ne tends to be t he area where t hey
are nore likely toactually have | arge sources i n sone of
t hese under devel oped or just devel opi ng menber states as
a result of teletherapy units or other things. A
physi ci an, a physicist, some conbination of folks
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returning totheir country, havi ng been educat ed here or
i n Europe, and taking with themsources and equi pnent in
order to set of practices, and that has over the course
of time, of course, gotten peopleintotroubleinvarious
and sundry fornms both in ternms of the securing and
control of the material -- witness, for exanple, the
Guyana event for now nore than ten years where a
t el et herapy unit was no | onger bei ng used, was nore or
| ess abandoned. Sone thi eves cane i n and t hought this
woul d be wonderful scrap netal, got intothe source, and
saw, oh, what cool stuff. This cesiumpowder glows in
t he dark, and several people died, and they nade a
horrendous ness of a | arge nunber of acres there in
Guyana, to simlar sorts of things where tel etherapy
heads, for exanple, in Thail and here a coupl e of years
ago, three of thempicked up by scrap brokers. Again,
t hey didn't knowwhat they had. There was no ongoi ng
accountability and control, and t here were a nunber of
i ndi vi dual s who got very severe exposures to rather
serious consequences as aresult of actually attenpting
nmedi cal treatnment. Wtness, for exanpl e, the nost recent
coupl e of cases i n Costa Ri ca and Panama, for exanpl e,
where there have been rather severe consequences, a
nunber of i ndividuals actually dying as aresult of not
bei ng aware t hat a treat nent pl anni ng syst emout put was
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not what they had thought they were putting in. The
systemdi dn't respond t he way t hey t hought it was goi ng
to.

So there's a whol e set of issues that are
going on. The International Atom c Energy Agency andits
Boar d of Governors in a general conference back several
years ago, the Board of Governors chal l enged t he | AEA
Secretariat to convene aninternational conferencetotry
and exam ne the i ssues and | ay out sone recomrendati ons
for how to nove forward in the area.

That resulted in a conference that was hel d
in Ml agra, Spain back a bit over a year ago.
Comm ssi oner Diaz fromhere; Dr. Fred Metl er actually
chaired the conference, University of Mexico. A nunber
of other individuals fromvarious places within the
United States attended t he conference. There were over
800 partici pants.

That resulted in aseries of reconmendati ons
com ng out of the conference, docunented in the
proceedi ngs whi ch are publicly available. It's a book
about yea thick, acoupleinchesthick. Aw devariety;
contains all of the text of thetal ks and the di al ogue
sessi ons.

The general conference i n Sept enber of | ast
year asked the | AEA Secretariat, the staff to then nove
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to the next step, which in typical international
activitiesistonore formul ated specific action pl an,
whi ch t he | AEA coul d t hen engage speci fi c actions on over
sone period of tinme.

That's the short history that got to the
nmeeti ng t hat was hel d t he end of January, the first few
days of February this year, takingthe results of that
conference and taki ng a |l ook at the current | AEA prograns
and what t hi ngs coul d be done and what t hi ngs shoul d be
done by whom Because the | AEAis only one of alarge
nunber of organizations that have international roles.

The conference and thi s technical coommttee
was attended by representatives of the World Heal th
Organi zati on, WHO, Pan Aneri can Heal t h Organi zati on,
PAHO, a whole series of wvarious international
prof essi onal societies, thelInternational O ganization of
Medi cal Physics, International Radi ati on Protection
Associ ation, International Society of Radi ati on Oncol ogy,
I nternational Soci ety of Radi ographers and Radi ol ogi cal
Technol ogi sts, International Society of Radi ol ogy.

That gives you a flavor, a w de vari ety of
t hese, all of whomhave various activities goingonto
one extent or another, tryingtol ook at i nprovingthe
delivery of nmedical care internationally.

The di scussions during the week and t he
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focus of the acti on pl an bei ng devel oped. | have a very
drafty draft that I brought back, whi ch they were goi ng
t o go work on, polishing and addi ng to sone t hi ngs, pi cks
up on the primary mechani sns that the |AEAcan utilizeto
i nfl uence nenber states, whichis coordinatingresearch
wher e t hat may be appropriate to gai n a better know edge
of the things to do; pronoting education and training,
whi ch was, infact, one of the primary focuses of this
activity; providing assistance to menber states, whichis
sonet hing that the | AEA does t hrough both techni cal
assi stance activities, sone peer reviewactivities, a
vari ety of things that they dow th devel opi ng nenber
states; fostering informati on exchange, such as the
conference and other activities; and in sonme cases
actual |y specifically rendering sonme services to sone of
t he nenber states, wherethey will actually conein and
performcertain functions for a period of tine.

The outgrow h of that is a whol e series of
suggestions for actions to be taken, sone of themover
t he next year, some of themalittle bit | onger tinme
franme.

Once | have a better version of this draft
or if that's not forthcom ng fromthe | AEAwi thinthe
next coupl e of weeks, | will circulate this particular
version around. | will get you a copy recogni zi ng what
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it is, that it is a draft.

The process in |AEAis then to have this
proposed acti on pl an approved by t he Board of CGovernors,
and what woul d then transpire is over the next year,
coupl e of years, the | AEAi n coordi nati on and cooper ati on
with some of the other international agencies,
particularly fol ks |i ke WHO and PAHO, woul d be | ooki ng to
try and i nplenent some of these activities.

Many of the thingsinthis actionplanare
not actually things which the Nucl ear Regulatory
Commi ssion in and of itself would likely play any
specificrolein. They are neverthel ess good t hi ngs,
trying to foster educationandtraining, tryingto |l ook
at what are good practices in ternms of sonme of the
protocols that they can give to folks to be able to
utilizetoinproveinformation, howto foster gettingthe
right kind of informationintothe hands of the peopl e
who need it.

There are sone things rel ated to sone of
| AEA' s activities in standards and gui dance. There the
pl anni ng activity | ooks very nuch Ii ke the directionality
t hat we have herewith NRCandinthe United States to
nove t owar ds performnce based sort of activity, to be
tryingtolook at therelativerisks associatedwithit.

And at this point in|AEA their primry
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focus is things |ike the fluoroscopy, sone of the
i nterventional radi ol ogy, sone of the very high doserate
procedur es where their viewof riskis perhaps a nunber
of years behi nd sone of t he thinking and vi ews that ours
woul d be.

They wi I | have sone efforts to revi se sonme
of the gui dance docunents t hat have been used i n wor ki ng
w th menmber states, their so-called nodel program

To give you a quick side bar related to
that, their nodel programis aneffort with nowsone 58
menber states where they have gone in and started from
i n essence, scratch. There's noregul atory structure;
there's no regulatory authority. There's no
under st andi ng of the sources and uses and activities.

Through a seri es of steps workingto build
a basic infrastructure, a basic understandi ng, a basic
capturing of registrationor |icensing of the kinds of
sources that are to gradual | y nove to a poi nt where there
i's abasic systemof control, inspection, and |icensi ng.

They' ve devel oped associ ated with t hat sone
docunent s t hat a nenber state coul d use, not necessarily
unl i ke nodel procedures. |f sonmeone doesn't have t he
capability to work on devel opi ng their own, they can use
t hese .

They' ve commi tted t o doi ng sone revi si ons
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related to those, toinanunber of cases nmake t heml ess
prescriptive andto provide sonme flexibility. There were
a nunber of observations that a bunch of the pl aces here
couldn't do everythingthat was inthe list of sonme of
t hose best practice docunents that exi sted out there, and
how coul d you possi bl y expect someone i n Ghana or sone
ot her very smal |l devel opi ng pl ace to ever be able to
i npl enent that sort of progranf?

Sol bringthistoyour attention not that
it requires specific action by the part of the Commttee,
but to nake you aware that there i s a whol e ot her sphere
of activities, and that | woul d expect a nunber of things
t hat the | AEA and t he WHO and ot hers to be doi ng and
nmovi ng forward with this m ght well be things which you
as i ndi vi dual Conmi ttee nenbers and some of the societies
and groups that you represent would want to becone
i nvol ved i n.

Rut h i s shaki ng her head up and down. |
think the states and both QAS and particularly CRCPDwi | |
want to get into a nunber of these because they are
actual ly nore cl osely aligned with sone of the work t hat
| AEA wi |l | be doing.

We, in fact, thought that Paul Schmtt
m ght be ableto attend t his, and when Paul was not abl e
to, that's why we defaul ted back onarelatively short
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time frame. We nmade t he decisionthat this was the kind
of nmeeting devel opi ng actions where the U S. sinply
couldn't afford not to have sone representationor to
make sure that they didn't nove in a direction which
woul d get to be prescriptive and m ght have ramfi cations
com ng back for our particular prograns.

So there are going to be alot of ongoi ng
opportunities. If this actionplanis anythinglike sone
of the other action plans that the International Atomc
Ener gy Agency has, it will assunealifeof its own for
at | east sonme period of tine.

It wll Iikely gothrough sonme updates and
revi sions over the next two years as things start to be
acconplished and they start to |l ook to what addi ti onal
t hi ngs m ght be done. | woul d expect that they would
want to have afoll ow upinternational conferencetotake
a |l ook at progress that's being made.

No such thing has been schedul ed, but I
woul d guess by 2004 or so t hey m ght be | ooki ng to have
anot her conference to assess the activities.

And with that | would be gladto entertain
guestions or you m ght want to gow th this other area of
activities.

Dr. Nag.

DR. NAG |'ve beeninvolvedw th the | AEA
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consulting for the | ast about ei ght years, and | have
been i nvol ved i n t he devel opi ng secti on on the research
program and one of the things they have done i s taking
devel opi ng countries and pairing themw th a nunber of
devel oped countries.

And we fornul at e what are t he protocol s t hat
can be used i n devel opi ng countries to treat cancers, and
we devel op t he gui del i nes and we sort of supervisethe
treatment there.

I think that's a very good exchange. W
gi ve sone of the brain power, and t hey have di fferent
probl ems and di fferent ki nds of basic popul ati ons, and
you know, we hel p devel op those.

We also do guidelines for things I|ike
gui del i nes for devel opi ng countries, for HDR. Many
pl aces are nowusi ng HDR, but they don't know howt o use
them and we had to devel op guidelines for them

And we have al so done publications to
st andar di ze brachyt herapy i n devel opi ng countries. So
t hose are t hings t hat have been ongoi ng nowfor the | ast
ei ght years.

DR. COOL: Yes, andthis actionplanw |,
| think, continue those, maybe give themalittle bit
hi gher hat in terns of some visibility and focus and
trying to nove forward. A nunber of the things rel ated
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to education, training, the best practices, guidelines,
a nunber of those things are the key conponents t hat
relatetothis actionplanandtrying to get those sorts
of things avail able for use.

There was a recognitioninthe conference,
and | think it's also reflected in what Dr. Nag j ust
said, for sone of thesefolks, | thinkit's fair to say
t hey don't have clue or they have very little clue.
They're out there on their own.

And t hat which we take for grantedinterns
of being abletointeract with peers, understand where
best practices are goi ng doesn't exist. They don't have
an ongoi ng access to that kind of information.

So the first step and one of the t henes of
t hi s whol e t hi ng was can we arrange a systemwhi ch wi | |
enabl e anyone t o make progress fromwhere t hey are, and
sone of the tools which nowwe m ght not want to have at
avery forceful level are, infact, necessary to have
per haps a hi gher degree of forcewithinacountry that's
just startinginorder tobe abletoleveragetheinitial
steps of the process.

CHAI RMAN CERQUEI RA: Don, | sawthe m nutes
of the neeting and t hen sone subsequent drafted m nutes,
and PET got singled out quite abit. There was quit an
enphasi s on PET.
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But i f you | ook at sort of penetrati on and
usage, it'srelatively small. Didyou get sone idea as
to why PET was sort of identifiedas an area of concern
or need to nonitor?

DR COCOL: It was viewed as sonethingthat's
enmerging. At the risk of sounding just alittle bit
silly, it was al so a pet of several of the fol ks who were
t here.

(Laughter.)

DR. COOL: As with all nmeetings of this
type, the individual specialties of sone of the
representatives and their particul ar concerns tended to
show up in sone of the discussions and activities.

So one of the things that | have found
interestinginavariety of international foruns that |
have had t he opportunity to participateinistheneedto
actually sit back and literal ly change your hat, to take
avieww th regard to where things need to go and t he
t hi ngs that are necessary in aninternational context,
which may be different fromthe | ocal contexts.

And t he degree to which the comm ttee of the
whol e was doi ng t hat varied a bit across t he week, as you
m ght expect. So there was sone di scussions of all sorts
of modalities.

Ther e was a great deal of focus on nedi cal
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physi ci sts and t he need t o get nore nedi cal physicists,
and quite a bit of actually side bar di scussiononthe
fact that a nunber of the |egislation and other
activities don't allow a medical physicist to be
recogni zed.

And so none of the regul atory authorities
bel i eve t hat a nedi cal physicist is necessary, and t hey
just drawa little arrow, and sonewhere they're over
here, and howto get arecognition of theinportance of
sone of the conponents, again, that we nore or | ess take
for granted as being inportant to a team which for
various |l egal or other reasons haven't got that same
degree of recognition sone other places.

CHAI RMVAN CERQUEI RA:  Jeffrey.

DR. WLLI AMSON: Yeah, well, it reallyis
chal l enging. |, too, have been involved in the | AEA
activities, andthey'rereally tryingtonot just create
aregulatory system but they'retryingtoleverage and
create basic quality assurance standards --

DR. COOL: Precisely.

DR. W LLI AMSON: -- and standards of
practi ce.

And you know, inthis country standards of
practice arose i ndependently and t he regul at ory system
canme | ater as, you know, it was felt necessary to have
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oversi ght as a consequence of various i nstances. Sothey
really have a different chall enge.

DR. COOL: Yeah, and just toreinforce that
poi nt, sonething that | was attenptingto allude to, but
you've made it alittle bit nore clear. Alot of the
st andards and practices, standards of practice and
gui del i nes whi ch we have at alevel of theusersinthe
prof essi onal societies in which the NRC and ot hers
del i berately stay out of so that you can continue to nove
your best practices, intheinternational context at this
poi nt need a nmuch higher |evel.

They' re actual | y tal ki ng about themin terns
of the regul ator and others in order toget theinitial
step of even getting anything in place. It's a bit
jarring, except for therecognitionof the situations
which they're dealing wth.

And part of what | was attenptingto do was
to make sure that in the action plan and in the
activities that the descriptions andthe flexibility was
such that that couldn't in sone way i nadvertently cone
back to haunt us. And 1 thinkit's achallengefor all
of us as we participatein sone of the various foruns and
consul tants and ot herwi se just to continueto pronote
t hat message and hel p everyone nake progress.

CHAI RVAN CERQUEI RA: Ot her questions for Dr.
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Cool ?

(No response.)

CHAI RVAN CERQUEI RA: Wl I, if not, thank you
for sharing your information with us.

DR COQL: | appreciatethe opportunity, and
as | said, | do hopetocircul ate sone version of this.
If I don't have afinal versionwthinafewdays, |'m
going to put out thereport withthe versionthat | got,
and at that point we will make sure that individual
menber s of the Conm ttees have a copy of that so that you
can seewhereit isinits drafty state, unapproved by
t he Board and heaven only knows.

CHAI RMAN CERQUEI RA:  Thank you.

Now, is --

MR. HI CKEY: |'mnot sureif M. Lohausis
going to be here on time, but Dr. Ayers is ready to
proceed in the neantine in any case.

CHAI RMAN CERQUEI RA:  Good. Now, i s anyone
awar e of any groups that were conming to this neeting
specifically to hear the information on the Board
recogni ti on who may be di sadvant aged by having to switch
the tine?

PARTI CI PANT: Bi |l Ml agan (phonetic) was
going to be here about 11:15.

CHAI RMAN CERQUEI RA:  Yeah. | think he can
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get enough feedback.

DR. AYERS: Good norning. | managed to get
my slides down.

Just to preface nmy presentation, ny
presentation and what |I'mgoing to tal k about, the
Boards, is all predicated onthe current draft new Part
35, not any dealing with any of the di scussi ons which |
t hi nk were useful, and you're heading in the proper
di rections on nodi fying the rul e | anguage, but for what
| have to work with nowis what we have for the current
rul e | anguage.

CHAI RMAN CERQUEI RA: And, Bob, | think
realistically that's what we're going to deal with
because all that we've tal ked about with these ot her
changes woul d require a rul enaki ng, and that's goingto
t ake sone tine.

DR. AYERS: Yeah.

CHAI RMAN CERQUEI RA: Is that --

DR. AYERS: Well, if | can have the next
slide, the Boards, just toreview, that have appliedin
one formor another for recognition are the nucl ear
medi ci ne, pharnaceutical specialties, nedi cal physics,
heal t h physi cs, Board of Radi ol ogy, and i n the next slide
several others.

If I can have the next slide, please.
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The Board of Nucl ear Medi ci ne Radi ol ogy,
Sci ence and Nucl ear Medi ci ne, and the Certificati on Board
of Nucl ear Cardi ol ogy.

Next slide.

The Anerican Board of Medical Physics
applied for recognition under 3551(a), whichis authorize
medi cal physicist, and we're all aware of the probl ens
withthefull recognitionis not possible under the Board
syst embecause of the specific requirenments for training
in each of the nodalities.

But it certainly does | ook like parti al
recogni tion may be possibletowrk wththe Board, and
what one or nore of the conponents does t he Board have
sufficient training in that could grant recognition?

And t he recogni zed physi ci st coul d conme in
as has been di scussed previously with specific training
and experience, say, onthe gamma kni fe for atel etherapy
unit or avendor's training onthe renote after | oader
and add those authorizations.

CHAI RMAN CERQUEI RA: Bob, just how woul d
t hat be done? How would partial recognition be done?

DR. AYERS: Well, we're in the process of
preparing letters to the Board, and we ask -- and t he
letter, thedraft letter inthis case says, "Wl |, okay.
Come back and tel | us which one of t hese conponents does
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your current Board recognition process enconpass.”

And i f they can showus that it enconpasses
one or two or nore, we should be able to work towards
granting the recognition for 35 400 manual brachyt herapy
pl us tel etherapy, whatever the conbi nati on m ght be.

DR. WLLI AMSON: So when you say parti al
recognition you nmean four nore nodalities.

DR. AYERS:. For nodality based recognition,
yes.

DR WLLI AMBON Mbdal ity based recognition.
Vel | .

CHAI RMAN CERQUEI RA:  Jeffrey, does that
answer sone of the issues that we've brought up and how
could --

DR. WLLIAMSON: Not really. | nmean, I'm
not surethat thereis--istherearequirenent for an
aut hori zed nedi cal physicist in35.400 at all, except for
decay of Strontium 907

DR. AYERS. That's one of the requirenents.

DR. W LLI AMSON: That's the only
requi rement, right?

DR. AYERS: |'d have to review it in a
little nore detail to answer your question.

DR. W LLI AMSON: But | don't believe that
they will be able to conply with any of those three.
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DR. AYERS: Okay. Well, | nmean, it's an

option if they are, and the letter is starting the
process of goi ng back and forth to find out where we are.

DR. WLLIAMSON: 1, frankly, think a nore
fruitful approach or an addi ti onal approach you m ght
consider istogivethemcredit for i f soneone has this
ABMP certification, that that autonatically takes care of
t he various years of experience and i s evidence for
havi ng an appropri ate degree.

DR AYERS: Well, that's what you're tal king
about in the rul emaki ng space.

DR. W LLI AMSON: No, | was tal king about in
gui dance space. You could use it as a criterion for
det er m ni ng who neets t he basi c trai ni ng and experience
requi rement s and, you know, hours of experience per se,
and having the degree. You could accept that.

DR. AYERS: Well, that's another formof
partial recognition, yeah. W can --

DR. WLLIAMSON: That's a formof parti al
recognition.

DR. AYERS:. Yeah, we coul d say four plus --

DR. W LLI AMSON: | believe you could
i npl ement i n gui dance space to preserve sone recognition
of the Board' s certification process, and t hen you woul d
have to ask on top of this. You'd have to have
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reasonabl e criteriafor supplenentary traininginthese
t hree nodalities.

DR. AYERS: Yeah, that's a form of the
partial recognition. The partial recognitioninbedsin
it none of the specific nodalities, but it saysit neets
al | of the training experience requirenments, except the
specific device.

DR. WLLI AMSON: Yes.

DR AYERS: The material which-- andthat's
anot her four. Thisis what the process that we can wor k
on. That's one direction we can go.

CHAI RMAN CERQUEI RA: Dr. Nag.

DR. NAG Yeah. One inportant thing, in
your inpartial recognition, you haveto givethe credit
t hat when you have gone t hrough a Board, you nay not have
specifically done renote after | oad (phonetic), that
you' re not getting your credit for after | oad, but you
got the 500 hours separately for the --

DR. AYERS: Yeah, that's what we were
tal ki ng about, yeah. That's a possibility, yeah. The
process i s on hold nowto start the i nformati on exchange
bet ween us and the Board until the rule's status is
clarified.

CHAI RVAN CERQUEI RA: Bob, | kind of hateto
have brought you up here and now our ot her speaker is
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here. | thinkthisis inportant and we shoul d cone back
toit andseeif it could hel p us out of our dilemmato
sonme extent, but, John, do you t hi nk we should switch
gears here?

MR. HI CKEY: Yeah. M. Lohaus is here. So
| think we should proceed.

DR. AYERS: And | just started.

MR. HI CKEY: And Bob can cone back to his
presentation | ater.

DR. AYERS: Right. | just started. | can
pick it up again after |unch.

CHAI RVAN  CERQUEI RA: A few nore
opportunities to skewer him Okay.

DR. AYERS: No problem

(Laughter.)

CHAI RVAN CERQUEI RA: Thanks for your
tol erance of the Conm ttee here, Bob.

MR HCKEY: |I'dliketointroduce M. Paul
Lohaus, the Director of the Office of State and Tri bal
Program and M. Janmes Myers fromthe same office.

MR. LOHAUS: Good nor ni ng.

CHAI RMAN CERQUEI RA: Wl cone.

MR. LOHAUS: | wel cone the opportunity to
nmeet with you.

Let nme recogni ze Ji mMyers. | understand
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you wanted to tal k about the Nati onal Materials Program
and current status and where we' re goi ng. Ji mwas co-
chair for the Nati onal Materials Programwor ki ng group,
al ong with Kat hy Al l en, who at that ti ne was chair for
the Organi zation of Agreenent States.

But naybe by way of background j ust a coupl e
of introductory remarks. Part of the genesis for the
National Materials Programreal |y cones out of the growt h
i nthe nunber of agreenent states. [f youl ook at the
nunber of states that were projected, we're at 32 t oday.
We're projected to go to 35 by FY 2004, and the
proportion of |icensees that the agreenent states had
responsibility for, really they' re goi ng to have about 75
percent of the total nunber of |icensees inthe country.

And in recognition of that, what the
Comm ssiondidis directed the establishnent of working
group to | ook at options in terns of how should we
function in the future relative to our program and
that' s where the termfor the Nati onal Materials Program
cones from relative to both NRC and the agreenent

states, giventhis continuedshift inthe programwth

the states having the larger proportion of |icensees.

And the process that was used was the
wor ki ng group was set up of NRC and agreenment state
staff, and t hey worked f or about a year and a hal f and
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devel oped a report whi ch was provi ded to t he Conm ssi on
in May of | ast year, and we brought wi th us copi es of
t hat Comm ssi on paper.

You may have copies. |If not, we brought
copies. So if you'd like you can take a copy wth

CHAI RVAN CERQUEI RA:  Yeah, it woul d be good
to give it out to the Comm ssi on.

MR. LOHAUS: And basi cal | y what t he wor ki ng
group didis exam ned a nunber of options, and they range
fromsone rat her what | woul d termdrasti c changes inthe
pr ogr amwher eby you woul d shift the programback to NRC
having conplete responsibility for regulatory
jurisdiction over all licensees in all states to an
opti on where all states woul d take over that authority,
with the exception of afewcategories of |icensees where
at | east by current |Iaw NRC woul d need to nmaintain
regul atory jurisdiction.

For exanple, federal facilities where
jurisdictionresides with the federal governnent, as
opposed to the state governnment.

Ther e wer e a nunber of m ddl e opti ons, and
t he option that the working group settled on and i s
really their reconmendationis what's called an alliance
option, and basically the alliance optionis a program
structure that's very refl ective of the current evol ution
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of the programtoday.

In other words, what it reflects is a
sharing of regul atory responsi bilities anong t he states
and NRC. There woul d be a process of using centers of
expertise, for exanple; a process of using working
groups, coalitions of technical staff anong t he agr eenent
states and NRCto hel p devel op regul at ory products t hat
are needed to support the program and t hose products
coul d t hen be used by ei ther NRCor t he agreenent st at es.

It sort of pushed the envel ope on this
concept, but at the sane tinme, that optionisreflective
of current evol ution of the programwhere there's al ot
of activity and a | ot of sharing in utilization of
expertisew thinboththe states and within NRCstaff to
addr ess conmon probl ens, toidentify solutionstothose
probl ens, and hel p, you know, basically bring the best
expertise and the best talent to addressing those
pr obl ens.

There's a coupl e of questions or bigissues
when you | ook at this that we're going to be exam ningin
sone fol | owon work, and one of these questionsis: wll
the states be abl e to take onincreased responsibility
and provi de the resources t hat woul d be necessary under
this alliance type concept, you know, i f we were to nove
i nthat direction, and produce a product on schedul e t hat

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

212

could be used by the states and al so by NRC?

And at the same tinme there's sort of a
guestion onthe other side, and that i s, you know, wi ||
NRC be abl e to use a product that's devel oped by the
states and fold that intoits regul atory programw t hout
a trenmendous anount of additional staff effort. |n other
wor ds, there woul d be sone savi ngs and reductioninthe
FTE | oading that NRC woul d experience in terns of

devel opnent of the regulatory infrastructure and

supporting products that it would need for its progran

So what we have under preparationtodayis
a second paper for consideration by the Conm ssi on, whi ch
woul d i dentify what | woul d termsone pil ot progransto
provi de further opportunity for the NRCand the state
staff to work together, to help provide sone of the
denonstrations that are, | think, necessary to help
support the concepts and thethinkingthat'sreflectedin
t he working group report and their concept of the
al l'iance program

And sone of these pilots could be very
sinmpl e. For exanpl e, devel opi ng a new gui dance docunent
or taki ng an exi sting gui dance docunent and mai nt ai ni ng
t hat docunent up to date, in other words, insuringthat
it neets current practice, reflects current state of the
art, et cetera.
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Ot her cases it nmay be that there nay be a
ruleareathat'sidentifiedthat's inneedof attention.
That may be an itemthat coul d be addressed t hrough a
wor ki ng group and a rul e package prepared t hat coul d be
used both by the States and by NRC to address that
particul ar rul e area.

But we're looking at a nunber of
different --

DR. WLLIAMSON: |'msorry. Coul d you make
clear what allianceis as aregulatory structure and how
it differsfromthe current overall regulatory structure
wi th respect tothe domain of NRC, whether it's NARMor
byproduct material? It's not clear at all what you're
sayi ng.

MR. LOHAUS: Well, | think sone of the
poi nts you nentioned are sone of the issues that would
have to be addressed as a part of this program
Presently, as you' re aware, NRC does not have regul atory
jurisdiction over NARM materi al s.

The states do. This is an area that the
Comm ssi on did ask the staff to prepare sone proposal s,
whi ch are wi th t he Conm ssi on for consi deration. But
thisis anissue that, you know, when | spoke earlier
saying the alliance sort of represents the current
evol ution of the program but there are additi onal parts
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to that that would need to be addressed in the fut

And t hi s coul d certai nly be one of the areas
in terms of whether NRC should assert and maintain
regulatory jurisdiction over NARM as a part of the
alliance process for those states where we have
regul atory jurisdiction or whet her we woul d continue with
the current situation. But | think those are sone of the
i ssues.

What | m ght dois maybe ask Ji mif he coul d
maybe tal k through in nore detail some of the thin

CHAI RVAN CERQUEI RA:  Peopl e are getting ki nd
of anxi ous and rai sing their hands, and | kind of hateto
def er questi ons.

MR. LOHAUS: Okay.

CHAI RMAN CERQUEI RA:  So maybe we coul d | et
peopl e ask questions to the specific things that you' ve
identified so far.

MR. LOHAUS: Sure.

CHAI RVAN CERQUEI RA: | nean, how nany of you
are aware of this ongoing process?

(Show of hands.)

CHAI RMAN CERQUEI RA: Soreally it was only
Ruth, and | think the rest of us are a little bit

DR. NAG In the dark.

CHAI RMAN CERQUEI RA:  -- in the dark about
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this, and I think it would be inportant here --

MR. HI CKEY: Excuse ne. M. Lieto had
requested a presentation on this topic.

CHAI RMAN CERQUEI RA: Which | thinkis very
important. | nmean, Ral phis asking all of the right
guestions, you know. Just as a newnenber, | think he's
--and |l thinkthisisveryinportant and really inpacts
on alot of things we've donewiththe Part 35 revi sion.

But why don't we take questions nowand t hen
we could -- so Dr. Nag.

DR. NAG Yeah. Howwould the rol e of the
ACMUI play inthis National Materials Progran? W are
gi ving our input tothe NRC. Howwoul d t hat i npact t he
Nati onal Materials Progranf

And the second thing is how would this
Nati onal Materials Programhelptoinsurethat thereis
sone simlarity between the different states. For
exanpl e, you know, the rule in one state may be quite
different fromthe rul ein another state, and doctors go
fromone state to the ot her, and you know, that nmakes
sonme probl ens.

MR. LOHAUS: | think both of theitens you
rai se are very good questi ons and very good i ssues and
are things that woul d need t o be addressed and expl or ed

as a part of future work.
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Let nme back up and make a very clear
statenment. Thereis no preferred optionthat has been
identified at this point intinme. The report of the
wor ki ng group was provided to the Conmm ssion for
consi deration, and we are preparing the second paper |
menti oned, but | want to make a poi nt that, quote, the
alliance option which was the preferred option
recomended by t he wor ki ng group, that the agency and t he
Comm ssi on has nade no decision yet relative to a
preferred option.

But internms of the Advi sory Comm ttee, |
t hi nk you rai se a good point. The Advisory Comm ttee
woul d certainly continue, innmnyjudgnent, inmnmy view, to
advi se the Comm ssion as it has in the past, but if we
were to head nore towards an al |l i ance structure, there
may be additional advisory considerations that the
Comm ttee could play interns of the broader Nati onal
Materials Program alliance structure.

CHAI RMAN CERQUEI RA: So it hasn't really
been consi der ed.

| guess one question | would ask youisit
seens alittlebit self-servingthat the NRChires the
states to come up with a plan and basically the
conclusion is make no change at all.

If we go back tothe Institute of Medicine
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revi ew, whi ch the NRC comm ssi oned and whi ch was r el eased
inwhat, "95 and ' 96, they clearly nade the point that it
should all gotothe states, which | guess if we | ook at
page 1 in the very back, description of options and
assunptions for resource estimates, it would real ly be
t he i ndependent state option.

VWhy was t hat not, you know-- | nean, based
on that report, they felt that that was t he best opti on,
to basically mnimzethe federal regul ati ons and put it
at the state | evel, which 95 percent of all the radi ation
that's used, ionizing radiation, is state regul ated.

MR. LOHAUS: What | mght dointhis caseis
defer to Ji mas co-chair for the worki ng group. | nean,
they went through a |lot of discussions, a |lot of
del i berations, obtained al ot of feedback in, I think,
their report, and their recommendationinthat report is
refl ective of the views of the working group, whi ch was
bot h NRC and agreenent state staff, as well as the
various input that they received.

CHAI RMVAN CERQUEI RA: What about the
st akehol ders, the physicians? Wre they involvedin any
way or was their input sought?

MR. LOHAUS: Jinf

MR. MYERS. Yes. Dr. Cerqueira, goodto see
you agai n.
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CHAI RMAN CERQUEI RA:  Yes.

MR. MYERS: It's been a while.

Let me just kind of paint alittle bit of
what the visionof thisis, withthe understandi ng t hat
t he Conm ssi on has not made a deci si on about al |l i ance
structure or any of the other structures that were
pr oposed.

The wor ki ng group westledwith, and | think
qui te openly cane to the tabl e and sat down and sai d,
"Well, okay. What's wong and what do we needto doto
fix it, given the scope of the SECY paper that the
Comm ssi on asked us to | ook at some things?"

The issue is, and | think that initially
al nost everybody cane to the tabl e and said, "Wl |, heck,
you know. Maybe t hi s whol e t hi ng j ust needs to be t hr own
out and we'll start again.”

But | think through the process of
di scussi ons, of | ayi ng out sone very good obj ectives for
the working group to achieve, to try to do it in a
rational fashion, what we really cane up with is that
what we have today is a pretty good system |It's not
perfect, and t here's maybe no expectationthat it would
ever be perfect, but there's certainly sone things that
we can do that would in the context of what the
Comm ssi on asked us to do, would be to inprove the
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process and basically to seek nore i nput and advi ce and
per haps even usi ng products that are devel oped by t he
states to do, you know, certainthingsinnmedical or it
coul d be GLs or what ever, to use t hose ki nds of things
and i ncorporating themnore into a national programthan
t hey are now.

And maybe what cones tomndis that -- |
don't know. Since everybody is here anddidn't seethis,
but t he FDA approved a newdrug cal |l ed Zevul i n t oday.
That's just out. That uses Indium 111 and it wused
Yittrium90, and it's basically a therapy drug.

But i f we used thi s as an exanpl e, you know,
you can envi sion today that there would be |ike 33
di fferent regul at ory agenci es t hat woul d approach howto
i cense or regulate this particul ar therapy drug, and
what we woul d say i s that maybe we need t o have, for | ack
of better ternms, nore of the working group approach,
where we get sonmebody who has sonme expertiseinthis
maybe -- I'|l| say the State of Texas, for exanpl e, naybe
t he State of Georgi a or Rhode | sl and, whoever has wor ked
onthis -- and sone NRCfol ks together toconeupwtha
tenpl ate or a concept of howto regul ate t hi s and what
woul d be required.

That woul d t hen be subsuned by t he nati onal
program neaning all of those organi zati ons. So we don't
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have toreinvent it 33tinmes. W woul dtake sonet hi ng
that's good, nodify it for the individual use of the
state or the NRCslightly, and then be able to use it
ri ght away.

And t hat was the i dea of trying to get nore
i nput fromthe states and do nore of that. Cearly, the
wor ki ng group recogni zed t hat perhapsit's not totally
efficient todrop NRCout entirely, but clearlytherole
seens to be dimnishing, and you can |ook at the
di fferent scenarios down here.

Even i f you had no ot her NRCI i censes except
thoseinthemlitary and the VAand sone others, it's
still atremendous cost to the agency, but it doesn't
sol ve t he questions that t he Comm ssi on asked us to | ook
at, is what do we do now that we don't have the
expertise. Howdo we regul ate nedical if we don't have
any hospital s and we don't have t hat ener gi ng t echnol ogy
i ke Zevulin or stuff to deal with?

So that's kind of howit canme about, and t he
report is kind of |Iengthy, but there is an executive
sunmary toit, andthis report here that we just handed
out, | think, also kind of characterizes al ot of that
t hi nki ng.

CHAI RMAN CERQUEI RA:  Jeff?

DR. WLLI AMSON  Yeah, well, it sounds al ot
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like thelnstitute of Medicine report interns of the
| ayout of your options, and certainly that was a hi ghly
controversial report and probably one reason it was
di scarded by t he Conm ssi on and not fol | owed, was t hat
the regul ated community fragnmented in terns of what
option they support ed.

This Comm ttee extensively revi ewed t hat
report and | ooked at t he opti ons, and you know, the 50
i ndependent state regul atory associ ati ons, that was
rejected by this Commttee out of concern that there
woul d be absolutely nouniformty in any of the basic
regulatory structures or training and experience
requi renments and so on that would really hanmper the
practice of nedicine.

So, you know, | think that would renmain a
concern probably of this group if we came up with it
again, is howcanuniformty be preserved, giventhis
tendency for the states to becone agreenent states.

MR. MYERS: |If | can respond to that, on
page 2 of the handout that we di d, about the m ddl e of
the page, there's some bullets there. These are
essentially kind of the eval uation or they are actually
the evaluation criteria that the working group used,
obvi ously, protecting health and safety, optim zing
resources of federal, state, professional, and industri al
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organi zations, at the sanetinme, we need to account for
i ndi vi dual needs and abilities of agencies, pronoting
consensus, pronoting an exchange of i nformati on, and you
know, harnoni zing regul atory approaches.

These were al | factors that we | ooked at,
and thisistheway it breaks out if you use a deci si on
matri x and use t hese as part of your evaluationcriteria.
You end up with t he concept of the alliance as bei ngthe
one that is the nost favorable in ternms of achieving
t hose sone six or seven objectives.

And | think that addresses your i ssue about
fragnmentation and other things. Cearly there has to be
a partnership, | think is what the working group was
saying; is that sonehowit has to cone toget her so t hat
you do tal k, do share i nformation, and you have good
i nf or mati on exchange and a nunber of ot her things, and
we're to have a harnoni ous program nationally.

MR. LOHAUS: You know, the question of
nati onal harnony, | nean, we use the termconpatibility.
That' s inour statutes, but that's anissue that has been
wi th the agreenent state programfromits inception and
will continuetobewithusinthe future, and | think
t hat there was focus withinthe workinggroup, andit's
reflected inthe criteriathat Jimnentioned onthis
guestion, that you need to mmintain a degree of

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

223

flexibility so that individual prograns can address
| egislative direction and ot her aspects.

But at the sane tine, there needs to be a
degr ee of consi stency and harnony so t hat there i s not
di sruption, there's not major differences between
i ndi vidual states and those under NRC regul atory
jurisdiction.

And we've tried to address this in the
Comm ssi on' s adequacy and conpati bility policy and our
i npl ementi ng procedures, but it wll continueto be an
issue. There will not be conplete uniformty and
agreenent anong all the states fromny experienceinthe
program You w || see differences, but my goal, and |
t hi nk the goal of this agencyistoinsurethat thereis
a |l evel of harnony and coherence and consi stency within
t he prograns across the nation, which we acconplish
t hrough our conpatibility part of the program

The two aspects are t he adequacy conponent
and the conpatibility conponent, and what |'ve seen on
t he part of some of the working groups is that in sharing
inthe process of devel oping the regul atory product,
irregardl ess of what it is, but there's greater agreenent
on t he product and greater agreenment on wanti ng t o nove
forward and i npl ement that product in a consistent
manner .
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And that's part of the concept, | think,
that isreflectedinthe alliance concept, is that using
a wor ki ng group process, you woul d hopefully end up with
a product wherethereis agreenent and thereisn't w de
variation in terms of how that product would be
i npl enent ed.

So there is good consistency, and the
regul at ed communi ty has assurance that it's goingto be
predi ct abl e, consi stent, and understandable. And | think
that's a goal not only of our program but | think of the
states as well.

But at the sane tine, fromny experience you
wi |l see sone differences, and there's not goingto be
conplete consensus in all cases. And to ne it's a
strength that we see inthe programbecause gi ven somne of
the differences inviewand gi ven di fferent approaches,
t hat considering those and reflecting those actually
resultsinabetter product that's goingto serve all of
us in a better way.

And t hat' s one of the strengths that | see
in that program

CHAI RMAN CERQUEI RA:  Dr. Nag.

DR. NAG Yeah. What woul d t he policy be of
the Materials Progran? Wuld it have authority over the
st at es and be, you know, nore | i ke a coordi nati ng body
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anong the various groups?

MR. LOHAUS: Are you speaking with respect
to NRC or the alliance itself?

DR. NAG The alliance.

MR. LOHAUS: See, the NRC, over oversi ght
responsi bility inour oversi ght programwoul d not change.
When you | ook at the alliance option, there's a very
clear rolethat NRCwoul d continuewth the integrated
mat eri al s performance eval uati on program the current
programwe use for review of both the state and our
regional materials prograns.

So NRC woul d continue with its oversi ght
program and t hat responsi bility woul d not change. So,
you know, if there are cases where there are both i ssues
wi th respect tothe adequacy i n a programand i ssues with
respect to conpatibility, we woul d be abl e t o address
t hose through our review program

DR. NAG Ri ght, but is the National
Materi al s Programa separate entity, a separate body? |If

it is, what is the authority between the Nati onal

Materials Program the NRC, and the different states?

' m somewhat confused. | might be --

MR. LOHAUS: Again, youraisetone avery
good i ssue with respect tothe alliance, and |' mgoingto
ask Jimto al so comment here, but part of what you do
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cone away Wi t h when you do t hi nk about thisis you think
of the alliance as a separate entity, and it may not be
a wholly identified separate entity as nuch as a
structure or process structure inwhichthe NRCandthe
states will function in the future.

And, on one hand, you coul d say, well, we're
goi ng to have an al |l i ance organi zation, and |'ve had
difficultyinnmy mndtryingtounderstandif there was,
gquote, an alliance organi zation. What isthat? Wuat's
it made up of ? What does it do? Who's it responsible
for, et cetera?

But, on the ot her hand, | can al so | ook at
it fromthe standpoint that it's a processrelatingto
how NRC and the states wi I | interact and functionin the
future, and as such it's not a clearly identifiable
entity.

But, Jim | knowyou all westledw ththis,
and maybe you can hel p add sone perspective on this.

CHAI RVMAN CERQUEI RA: Howis it different
t han what we' re doi ng now, | guess, i s one question that
can be asked.

Ji P

MR TERAG Yeah, thisis areal, real tough
thing to kind of characterize, but it is nmore of a
process than a physical entity. That's for sure. It's
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a process that's nade up of the different organi zati ons,
and t hat woul d i ncl ude ACMJI. It woul d include ot her
standard setting organi zati ons. They are ki nd of plug
and play. Asthey needtoconeinandinterfaceintothe
al i ance process or into a rul emaki ng process, we woul d
expect that that would happen.

I think what we see is what's different
about thisisthe fact that as the current systemexi sts,
thereareconflicts andthere are stresses andthere are
demands t hat are pl aced upon all of the states and on NRC
that are many times conflicting, and t hey consune a | ot
of resources, either, you know, noney or it coul d be
energy, a lot of different things.

And through the process of |ike the
conf erence where we have some comm ttees t hat work and
those are well established, the OAS was another
organi zati on the Comm ssion askedustointegrateinto
t hi s wor ki ng group; in | ooking at the whol e t hi ng, what
we saw was that, well, the process itself that we use
today reallyisn't terrible. It just isn't, but there
are sone conflictswithit, andthere certainly seens to
be a better way of doing business.

And howto do t hat woul d be perhaps to cone
together. Thisisintheoretical space, isthat at sone
nati onal nmeetingor it could even be avirtual neeting as
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far as we were concerned; is that you woul d establi sh
some national priorities, maybe getting sone regul atory
gui dance out, and howto regul ate Zevul in, for exanpl e
woul d be a national priority at this point in tine.

And we woul d bring toget her what we call
centers of expertisetowork onthat i ssue, and then they
woul d, again, share that with the alliance, and for
everybody to use versus i ndi vi dual s goi ng out and doi ng
the work, which seemed to be counterproductive.

CHAI RMAN CERQUEI RA: Il think we all
under st and t he concept and t he potential for doingit,
but I guess just interns of being pragmatic, |I' mj ust
not quite certainwhat newentity or structure you're
going to create that would create this harnony,
conpatibility.

We' ve had mul ti pl e di scussi ons her e anongst
the group just in ternms of training and experience
requi renments and howthe difficulties we're goingto have
once those get inplenented and this three year | ag
peri od.

But | t hi nk Rut h has had her hand up, Ni ki,
and then Jeff always has a question. So --

MS. McBURNEY: Just coming froma stark
regul atory perspective, theway that | seethis occurring
isit'sgoingtohave agreater role and responsibility
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for the state, for the agreenent states in that the

states are going to have to put forth nore resources.
An exanpl e of that was that there were two

st at e peopl e on t he Part 35 wor ki ng gr oup, and t hey had

tocommit alot of tinme away fromtheir regular jobsto

do that, but the states arewi llingtodothat and al so

agreater roleinsettingthepriorities for rul emaki ng.

For exanpl e, several years ago t he State of
Texas decided that the training of industrial
radi ographers was a key priority, and we went ahead and
set upacertificationprogram And several years | ater
t hen t he Nucl ear Regul at ory Commi ssi on adopt ed sim | ar
regulations. So it is now a national program

So the way | see this National Materials
Program working is that the states, along with the
Nucl ear Regul at ory Comm ssi on, woul d set sone nati onal
priorities for rules and procedures and so forth, and
t hen establish the working groups to work together to
cone up with that so that everybody is not trying to
rei nvent the wheel, that we're not havingto commt al ot
of resources just todoit inour own state, that it can
be nore of a national program

CHAI RMAN CERQUEI RA:  Again, | think the
concept i s commendabl e, but just the structureis a
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l[ittle bit unclear.

Maybe, Ni ki, you were having a comment ?

M5. HOBSON: Well, that's precisely ny
gquestion. Coul d you drawus an organi zati on chart and
show how this thing is going to work?

DR. WLLI AMSON: Let me just express ny
question, whichis relevant. Could you describe the
potential statutory changes that woul d have to be nade to
i npl ement the alliance? Maybe that would help us
under st and.

MR. LOHAUS: Okay. "1l answer the
questions in the order.

CHAI RMAN CERQUEI RA: In two m nutes.

MR. LOHAUS: One is | don't think we can
provi de an organi zati on chart for the, quote, Nati onal
Mat eri al s Programor for the recommrended al | i ance opti on
at this point intine because | don't think they're
sufficiently clearly defined.

But what we need is a recognition and a
sensitivity, andit'sreflectedin your comments and your
concerns in the issues you're raising. And you are
rai si ng very good questions and very good i ssues, that as
we nove forward, there needs to be arecognitionthat NRC
shoul dered and real | y, you know, NRCI i censees, given our
fee system shoul dered, and the lion's share of the
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regul atory cost, if I canuse that term for maintaining
the infrastructure of supporting regulations and
st andar ds.

And froman equi ty and f ai rness st andpoi nt,
i f youlook at this fromthe standpoi nt of proportion of
i censees, a questionis: given that the states are
regul ati ng about 70 to 75 percent of the total |icensees,
shoul d they play a greater role and responsibility inthe
resource costs for maintaining that infrastructure?

And along with that goes the responsibility
t o mai ntai n consi stency and coherence, and that's the
i ssue that the Conm ssion franmed for t he wor ki ng group,
and that's the issue that is still there, that we're
continuingtowestlewith, andit's a National Materials
Program i ssue.

And you can | ook at different approaches on
how we m ght want to address that. You can | ook at
| egi sl ative issues. For exanple, onelegislativeissue
could very well be with respect to whet her NRC shoul d
assert broader regul atory jurisdictionover naturally
occurring in accel erator produced materi als, for exanpl e,
or whether it should be |Iimted to all accel erator
produce material s or just those that are used i n nedi cal
appl i cati ons.

But | think, Jim you my want to commrent
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here.

I thinkthe sense of t he worki ng group was
t hat there were probably only two areas where | egi sl ati on
m ght be required, and that real |y depended on where you
saw the National Materials Program headed.

Onerelatedtotheregulatory jurisdiction
over norm and the second rel ated to the question of
whet her jurisdictionover federal facilities, whichis
sort of a reserved federal authority, whether there

shoul d be sone consi derati on of either changi ng t hat or

provi ding a nechani sm where the states could pick up -

CHAI RMAN CERQUEI RA: So those are the two
areas, but maybe --

MR. LOHAUS: Jim did you --

CHAI RMAN CERQUEI RA: | want totry towap
thisupalittlebit, maybe get a fewquestions fromthe
Comm ttee, and then see if the Commttee is goingto
recommend sone action on this.

Ral ph, | want to thank you for bringingthis
to our attention.

MR. LIETO Well, you know, everybody is
trying to get a handl e on, you know, physically what this
is, and I don't knowif this would be an appropriate
anal ogy, and | would ask this to Jim

Woul d thi s be sort of a concept that woul d
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be sim | ar to CRCPD except you' ve got a federal? It's
sort of afederal type of asituationwththe Conference
of --

CHAI RMVAN CERQUEI RA:  CRCPD?

MR. LIETO CRCPD, excuse ne. And --

CHAlI RVAN CERQUEI RA:  No, no, no. What does
it --

MR. LI ETG Conference of Radi ati on Contr ol
Program Di rectors.

DR. NAG  \What do they do?

MR LIETO Well, that's sort of a national
group of all the state radiation control program
directors that neet. I1'mgoing to say it's nore a
pr of essi onal group rather than aregul atory group, but
t hey conme out with national recomrendati ons of state
regul ati ons, and so forth.

And it sounds likethisis sort of anal ogous
to that, except one of the partnersinthis groupisthe
federal agency, the NRC And would that be an
appropri ate anal ogy, taking into account that every
anal ogy has i t s weaknesses, but woul d t hat be sone way so
that the Committee could get a handle on what this
wor king group is intended to try to devel op?

MR. MYERS: | think it's what we were
envi si oni ng as sonet hing that's Conference-1ike. Ckay?
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And the difference is that Conference has, for good
reasons, hasits handsinalot of different things, and
it's avery conpl ex organi zation. Wat | think has to
happen with it is that the concept woul d have to be
br oadened somewhat so t hat you get nore of a nati onal
regul atory perspective, again, involving all of the
federal players, whether it's FDA, NRC and ot hers t hat
have aninterest inradiation protection, to bringthem
into this kind of a partnership or alliance concept
basically to kind of set out national priorities andthen
to follow up on the acconplishnent of those tasks
associated with the priorities.

We didn't envision that we would create
anot her NRC-1i ke structure of sonme 3,000 people or soto
ki nd of oversee all of that, but it woul d be basically
made up of perhaps parties who had speci al expertise. It
coul d be vol unteers onthe part of the states or ot her
NRC enpl oyees to work on that at the direction of their
organi zations, to kind of ride herd on that process at
least initially.

CHAlI RVAN CERQUEI RA: | guess, you know, part
of the disconfort that I'msort of sensing fromthe
Commttee is that, you know, these are all very nice
concepts, abstract, organi zati onal structures, but we
don't see enough of the framework on how to best
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structure it.

And | guess, you know, |'d sort of liketo
find out fromthe Conmttee. | nean, is this sonething
t hat we shoul d have been i nvol ved i n? |s this sonething
that we should be involved in in the future?

And certainly as a user, | guess the
question | would ask is howis this goingtonmkenylife
any different? 1Is it going to relieve all of this
regul atory burden that | experi ence down at Geor get own
every day?

If it does, I"'mall for it. But if it
doesn't, you know, bi g governnent is great, but if it's
not going to help nme, I'mnot so sure.

So what's the sense of the Commttee?
Shoul d we have been invol ved?

MR. LIETO Well, onereason | brought this
up is because it tal ked about stakehol der i nput.

CHAI RMAN CERQUEI RA: Ri ght .

MR. LIETO. And it wasn't clear to ne who
t he st akehol ders were, and it appears nowit was just the
st ates.

CHAI RVAN CERQUEI RA:  And t he NRC.

DR. NAG  And the NRC.

PARTI Cl PANTS:  No.

MR. LIETO Well, | mean, they were not
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MS. WAGNER SCHWARZ: But t he users are not?

MR. LOHAUS: [|'d liketo nmaybe separately
have Jimrespond to t he opportunity for stakehol der i nput
because there was a | ot of opportunity.

CHAlI RVAN CERQUEI RA:  Sure. Can you descri be
t hat perhaps, Jinf

MR. LOHAUS: Please, yes.

MR. MYERS: Yes. W are very concerned
about stakehol der input, and everything we did was
totally public. It was all announced. It was all there.

CHAI RMAN CERQUEI RA: Yet the Committee
didn't know about it, and we are representing
pr of essi onal nedical societies.

MR. MYERS: | woul d say that, you know, we
made sure that things were I nternet avail abl e constantly.
W had a st akehol ders neeting specifically in Arlington,
Texas in January of 2001.

CHAI RMAN CERQUEI RA:  And who attended from
t he nmedi cal community?

MR. MYERS: | don't have thelist here, but
| can provide that to --

CHAI RMAN CERQUEI RA:  Any organi zati ons?

MR. MYERS: Oh, yes.

DR. NAG Who are t he st akehol ders? You are

tal ki ng about stakeholders. Who are the stakehol ders?
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MR. MYERS:. At that particul ar neeting, and

|"msorry. | just didn't bringthe notes onthe neeting,
but basically we invited fol ks from Health Physics
Soci ety. There was a gentl eman fromTexas who was with
the Texas Health Physics Society. There was others.

We even got people in low |evel waste
i ssues, you know. So that was quite a broad based t hi ng.

MS. McBURNEY: | thought sonebody was t here
fromthe Society of Nuclear Medicine.

MR. MYERS: And we had sone fol ks fromt he
Society of Nuclear Medicine and others there.
Regrettable --

CHAI RMAN CERQUEI RA: The therapeutic
communi ty?

MR. LOHAUS: | believe ACR may have been
represent ed.

MR. MYERS: Yeah, ACR was there.

MS. WAGNER SCHWARZ: And ASTRO.

MR. MYERS: And ASTRO as wel | .

CHAI RMAN CERQUEI RA: | guess | ' mj ust not
tuned in. | nean, Dr. Di anond, were you aware?

DR. DI AMOND: No one at ASTRO | et me know
about it.

MR. LOHAUS: One thing. You know, being
sensitive toyour point, Dr. Cerqueira, onethingwe can
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do in the future is neet with you at your regularly
schedul ed neeti ngs or periodically and gi ve you an updat e
on where we are.

Agai n, anot her point maybe to try and put
thisinperspectivefor youinterns of timng, | don't
see thi s happening imediately. Thisis goingto bea
| ong process.

CHAI RVAN CERQUEI RA:  No. Part 35, we've
been involved in what, Jeffrey? Fifteen?

DR. WLLI AMSON: Five years, six years.

CHAI RVAN CERQUEI RA:  Yeah, and so | thi nk,
again, thisis the reason we're all here, is that we
represent stakeholders in the nedical use, and we
certainly wouldliketo findout about changes that are
going to affect this and would |like to have input.

And per haps t hat was provi ded, but certainly
t he peopl e at the tabl e who were fairly invol ved were
unaware of it.

Maybe it was the fault of the societies for
failingtogiveustheinformation, and | don't think we
di sagree wi th sone of these approaches, but | thinkI've
learnedtobealittle bit nore pragnmati c about t hese
things, and I think that woul d be hel pful.

What' s the sense of the Cormittee? Isthis
sonet hing we should be involved in and what role?
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MR. LIETO Can |? | just want to expand

about the stakehol der issue.

CHAI RMAN CERQUEI RA:  Yeah.

MR LIETG And when | found out about this.
| don't neanto portray this negatively, but one of the
things | wanted to bringtothe Conmttee, because it
seemredtonetoindicatethisis adirectionwerethe
NRC i s goi ng, whi ch as an Advi sory Comm tt ee obvi ously we
want to be at | east sensitive to maybe sone significant
changes in where the Conmm ssion plans on taking the
regul ati on of radioactive materi al s.

So t hat was one reason that | thi nk we need
t o be awar e of because | think this alliance concept kind
of -- it's muchdifferent than what I think any of us had
t hought NRC woul d be going in ternms of the future.

And t he ot her thing that cane out at | east
of this article onthe sunmary of t he worki ng group was
that it pretty much said that the NRC needs to seek
authority toregul ate NARMmaterial, and that it seened
to be sort of alinchpininorder tomke this alliance
concept to go forth.

Now, maybe that's a strongterm "linchpin,"
but it seened like it was very, very critical to making
thiswrk withthe states. | nmean, |'mdefinitely in
favor of it personally, but I think, again, it was to
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make t he Comm tt ee aware of where what's goingonwth
t he Comm ssi on, that maybe we' re not quite aware of on
t he nedical side, especially in |ight of PET.

You know, Sal ly was bringi ng up yest erday,
you know, it'sreally inportant that we need to have sone
consi stency inthe regul ati on of radi oactive nmaterials
both, I think, on the NARM and the byproducts side.

MR. MYERS: |If | could just nake a quick
conment in there, the working group did not, andin fact,
the way the report iswitten, it's pretty clear we did
not say that the agency had to seek that authority to
regul ate NARM materials and then to go to alliance.

Actual 'y you coul d go t hrough the al i ance
process and seek the regulation. It'sjust that if the
agency woul d seek that and seek to regulate it, we
beli eve that you would have a nore uniform program
because it woul d begi nto kind of pull things together
that are kind of untidy out there froma regul atory
st andpoi nt.

And as you know, NRC does not regul at e t hat
stuff right now, and that's an issue.

CHAI RMAN CERQUEI RA:  Yeah, that's obvi ously
an issue that's been present all al ong.

|'"d like totry to wap this up because
rat her than an hour and a half for lunch, 1"dliketo
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gi ve us an hour, and we'd reconvene at quarter to one.

But, Ral ph, did that address any other
conment s?

Dr. Nag had one | ast.

DR. NAG Yeah. As far as fundi ng and who
isfootingthe bill for the extra bureaucracy? Andisit
goingto be fromthe |licensee agai n? You know, we nmade
separate fundi ng for the agreenents, state licensing, and
then the NRC, and then a different program

MR. MYERS: | woul d say that as envi si oned
by the working group and absent the decision by the
Conm ssion as to what option that they want to choose, we
di d not see that there woul d be any addi ti onal cost in
doi ng this because it's part of kind of rechannel i ng sone
of the resources that are al ready out t here and naking it
nore efficient versus -- in other words, | wouldn't
envi sion you would get abill fromthe alliance for their
services for the next year.

CHAI RVAN CERQUEI RA:  Not directly perhaps,
but --

MR. MYERS: But it woul d be sonehow f ol ded
i nto existing processes and as the states do today. |
mean, they provide resource and so forth, and that's not
really --

CHAI RVAN CERQUEI RA:  Yeah. If the state or
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t he f ederal governnent aredoingit, it's better thanthe
st akehol ders.

Sally, one |l ast coonment, and then | want t he
Committeeto give ne sone direction on where we shoul d
go.

MS. WAGNER SCHWARZ: | actual |y do have a
guestion just about whet her t he NRC has actual | y made
progress or nmade steps to actually contact states to find
out those interested in giving over state regul ated
materials to the NRC Have they actually begun
di scussing this with the states?

| did see sonething that was sent to the
State of Mssouri. Thisiswhy |'mcurious, and | wasn't
aware that it was aformal effort, but that somet hi ng was
sent and aski ng about t he i nterest of having the NRCtake
over regul ati on of NARM And I' mwondering if that was
done to all non-agreenent states.

MR. LOHAUS: There weretwo things -- I'm
sorry. Go ahead, Ruth.

M5. McBURNEY: There have been resol utions
passed at the O gani zati on of Agreenent States nmeetingin
| believe the Conference of Radi ati on Control Program
Di rectors encouraging this |egislation.

MR LOHAUS: That's correct, and there were
two things that were done. One is the Chair of the
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Organi zati on of Agreenent Statesdiddoal'll usethe
term”"informal survey" of the states, and when we were
devel opi ng t he paper for the Conm ssioninresponseto
t hei r aski ng for sone feedback fromstaff onthis issue,
we did work with the Conference of Radi ati on Contr ol
ProgramDbDirectors to hel pidentify whether there were
strong vi ews anong t he di fferent states one way or the
ot her.

So we had sone sense of where the states are
when we reported back to the Comm ssion. Sothat isthe
genesis, | think, of this.

MS5. WAGNER SCHWARZ: Were t hey favor abl e,
the majority?

MR. LOHAUS: Yes, they were, yes.

CHAl RVAN CERQUEI RA: Al right. Jeff, maybe

you coul d ask your question afterwards because we shoul d

br eak.

DR. WLLIAMSON: | just wanted to nake a
conment .

CHAI RVAN CERQUEI RA: Al right. One
conment .

DR. WLLIAMSON: My comrent is | thinkIl'm
rat her concerned and al arnmed at the thought of NRC
expanding its jurisdictionover additional materials
because it was not too | ong ago when NRC regul ati ons
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destroyed t he economi c viability of certain treatnent
nodal i ties.

And so for nme personally, it woul d t ake a
| ot of --

CHAI RVAN CERQUEI RA:  Yeah, that's -- that's

DR. W LLI AMSON: -- convincing before |
woul d find that acceptable.

| think if the problemis paying for the
regul atory infrastructure that NRC provides for byproduct
mat eri al s, perhaps you shoul d go back t o Congr ess and ask
for adifferent fundi ng mechanismsothat it's paidfor
out of the general revenues rather than penalizingthe 18
non- agreement state |icensees.

MR LOHAUS: That's certainly an option, and
| believe that's -- Jim correct me if I'"'mwong --
that's recogni zed within the working group report.

CHAI RMAN CERQUEI RA: Right. Now that's
good.

Now, what are the wi shes of the Comm ttee?
| mean, | certainly got the sense that peopl e feel that

thisis aninportant devel opnent and t here shoul d be nore

i nvol venment, input fromthe Commttee. 1Is that the
general consensus? | mean, anybody woul d di sagree?
DR. NAG | would support that.

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

245
CHAI RMAN CERQUEI RA:  And how do we do t hat,

John and Paul, Jin? | nean --

MR. LOHAUS: One thing --

CHAI RVAN CERQUEI RA:  -- we haven't been
asked, you know, to cone to the dance, but is there a
dance card? Can we sign up?

MR. LOHAUS: | nean, | guess one thing that
| can dois provide informationto the Commttee, you
know, for exanple, as we're doi ng today. G ve you a
briefing and --

CHAI RMAN CERQUEI RA:  That woul d be a good
start, and just, you know, even a full --

MR. LOHAUS: -- keep you up to date.

CHAI RMAN CERQUEI RA:  Yeah.

MR. LOHAUS: Andif there's areas that you
see are of concern or interest and you want to report out
on those areas, it gives you an opportunity to do t hat
early and have an opportunity toinfluence the outcone
and consi derati ons.

CHAI RMAN CERQUEI RA:  That woul d be a good
start, and | think just sort of a list of the
st akehol ders who attended t hese neetings. Again, the
fact that a |l ot of us weren't aware of it, | nean, |
woul d just liketoseeif there was representationfrom
t he cardi ol ogy comunity, fromthe radi ati on oncol ogy
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community. | think that would be inportant.

MR. LOHAUS: We coul d provi de that to you,
sure.

CHAI RVAN CERQUEI RA: Howcan the Committ ee
get nore involved in this?

DR. NAG May | suggest --

CHAI RMAN CERQUEI RA:  Sure.

DR. NAG. -- that you exam ne either by an
observer or if you want to nom nate soneone el se.
Soneone fromACMJ, whet her an exam ner or soneone el se,
be part of that working group or at | east be an observer
in the working group.

MR. LOHAUS: The worki ng group i s sunsetted.
It conpleted its product. So the working group is
basically sunsetted. It nolonger exists. The product
is conpleted, and as | said, what we're doing nowis
wor king on a foll owon paper to address the --

CHAI RMAN CERQUEI RA: But is there afinal
docunment that's gone to the Comm ssion?

MR. LOHAUS: Yes, thereis. W can provide
that to the Comm ttee.

CHAI RVAN CERQUEI RA: Well, but the
recomendati ons weren't that clear, you know, injust the
cursory time that 1've had to ook at it in ternms of
where to go. Maybe there's nore in the --
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MR. LOHAUS: You wi Il find noreconmendati on

in the Comm ssion paper from the staff, but the
recommendati on of the working groupintheir report was
the alliance option. That was the working group's
reconmendati on.

But | want to enphasi ze again these are
i ssues that are under consideration. There has been no
deci sion reached, and you're correct. That paper does
not have a recommendati on there.

There are options that were provided for
consi deration, and --

CHAI RVAN CERQUEI RA:  Well, | think, you
know, the Comm ssioners saidthat they really val uethe
i nput of this Conmttee into these kind of decisions
maki ngs, and | think here's a situation where, you know,
we weren't even asked to partici pate or be invol ved, and
so you know - -

DR. NAG We weren't even aware of it.

CHAI RVAN CERQUEI RA: Yeah. That's even nore
di stressi ng.

And so what are the wi shes of the Comm ttee?
So we can't beinvolvedinthis becauseit's been done.
| mean, Ral ph, we shoul d see the final report, but should
we make sonme recomrendati ons to t he Commi ssi oners on
this?
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MR. LIETG Well, I guess |' mgoingto kind
of ask John. | nmean| take it that the working group's
sunset. The parties are still there, okay, and that

what ever, you're waiting to hear back from the
Comm ssion. |s that what the next step is?

MR. LOHAUS: The paper is before the
Conmi ssi on.

CHAI RMAN CERQUEI RA:  Well, when didit go
into the Comm ssion?

MR. LOHAUS: I n May, but | want to make it
clear --

CHAI RMAN CERQUEI RA: In May?

MR. LOHAUS: I n May of | ast year, but again,
t here was no staff recommendati on. There were itens;
t here were options that were provided for consi derati on,
and t here' s an expectation that t he Conm ssi on has t hat
therew || be additional material providedtothemto
assist themin consideration of that paper and in
reaching a decision at the right point in tine.

Soit's under consideration. That's why I
want to enphasize these are issues that are under
consi deration. There's not a hard decisionthat's been
reached, and they are issues that we're going to
coll ectively need to continue to westle wth.

One thought 1'I1 pass on for considerati on.
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We can provide a copy of the report to you.

CHAI RMAN CERQUEI RA:  Wel |, we agree that
that's critical to be done.

MR. LOHAUS: And maybe in | ooki ng at that
report if you see areas where you beli eve t here woul d be

benefit and there are views that you'dliketo provideto

the Comm ssion, it's an opportunity to provided those.

DR. NAG. My | suggest that once you have
provided us the report, we |ook through it, nmake a
comment, and thensendit tothe Chairman, and then the
Chai rman can conpile ajoint report fromall of us and
send it to the Conm ssion.

CHAI RMAN CERQUEI RA: | think that woul d be
the best way todoit. I'dalsoliketopersonally, you
know, contact the Conm ssi on and say that, you know, to
not be involved or informed is really not taking
advant age of the Commttee and the time that we' ve put
into it.

You know, in a sense | feel, you know,
slighted. W' re basically not -- you know, we have a
Commttee. We all spend |lots of time and effort in
com ng to these neetings, and here's anissue, whichis
probably as i nportant as Part 35 revision, and we've
basically been left out of the | oop.

MR. MYERS: If | could, Dr. Cerqueira.
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CHAI RMAN CERQUEI RA:  Yes.

MR. MYERS: | would say this. | don't think
anybody on this Commttee should feel slighted or
anything. W at the working group | evel really, | think,
spent alot of tinme trying to make sure that we nmade
i nterested parties or fol ks, stakehol ders, as we want to

call them aware of this, and t here were a huge nunber of

folks in different organizations that were contact ed.

| will have to say, and as co-chair | will
take the hit for this, isthat | don't really thinkthat
we t hought about ACMUI in that process. Soif we-- if
anyt hi ng was w ong, we didn't think about you all, and
t he fact that al t hough we knowt hat you guys woul d have
sone i nput and concerns and questions about it, it's just
t hi nking back onit islikel don't thinkthat we, the
wor ki ng group, really | ooked at that thing, and that's
i mportant.

So what we' |l dois we'll make sure that you
get a copy of the report, and as you know, t he Conm ssi on
has not made a deci sion. The working group fol ks are
still there, but we're kind of |ike ol d basebal | pl ayers,
| guess, or sonething. We're onthe bench for a whil e,
what ever .

So i f the Conmi ssion deci des that it needs
nore i nput, the Conm ssi on woul d have to decide that it
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woul d constitute the group, reconstitute the group, a new
group. You know, | can't --

CHAI RMAN CERQUEI RA: | think that woul d be
-- that shoul d be done, but we'd still -- I think the
feeling of the Conmttee is we should still get the
report and get sone coments.

MR. MYERS:. Sure.

CHAI RMAN CERQUEI RA:  So Jeff and then N ki .

DR WLLI AVBON: yeah, | woul d make a notion
that the Chairman direct the ACMJl toreviewthe report
and subsequent |y devel op a position or consensus Wi thin
the Commttee as to the wisdom of enlarging NRC s

jurisdiction.

MS. WAGNER SCHWARZ: | second that notion.

DR. W LLIAMSON: To include NARM

CHAI RMAN CERQUEI RA:  Ckay. Di scussi on?

(No response.)

CHAI RMAN CERQUEI RA:  The notion --

MR. HI CKEY: Well, M. Chairman, could I
just clarify that? That's a resol ution that does not
necessarily relatetothis working group report directly.

CHAI RVAN CERQUEI RA:  Ri ght.

MR. HI CKEY: It can be taken as a separate
i ssue.

DR. W LLI AMSON: But | think it's an
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i nportant issue for us to consider --

MR. HI CKEY: Ckay.

DR, WLLI AMBON: -- and be aware of the pros
and cons. And there may be pros that |, for exanple, am
unaware of , and | thinkit'swell for this Commtteeto
have a point of view --

CHAI RMAN CERQUEI RA: Ri ght .

DR. WLLIAMSON: -- onthis matter and be
prepared to communicate it to the Conm ssion at the
appropriate tine.

M5. WAGNER SCHWARZ: | agree. | think that
this is a significant --

DR. WLLIAMSON: So this is really very
serious.

DR. NAG | think that we should, after we
have revi ewed t hi s report so that we have an i dea what
the report --

DR. W LLI AMSON: That's what | just said.
| said that the Chairman -- | nove that the Chairman
direct the Commttee, the ACMJI, to reviewthe final
report of this group and t hen devel op at our next neeting
a consensus on the w sdom of enlarging NRC s
jurisdictional mandate to include NARM

CHAI RVAN CERQUEI RA: Wl |, reviewthe report
and nake recomrendat i ons. You know, the wi sdomt o expand

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

253

may not be part of it. I'mnot sure we can-- sol think
t he recommendati on to revi ewand comrent on the report is
probably, you know, the nore appropriate.

Do we have a second on that?

DR NAG | woul d second t he revi sed noti on.

CHAI RMAN CERQUEI RA:  Okay.

DR. NAG And | would like to add a tine
l'ine, please. | nean, by what tinme? Are we going to
nmeet forever? Are we going to have a one nonth or you
know? Are yougoingtowitethereport wthinone week?
You know, some type of tine line should be added.

CHAlI RVAN CERQUEI RA: Wl |, how hard does t he

Committee want to -- a nonth? A nonth? Jeff, a nonth?

Okay. A nonth, good. AlIl right. That
sounds reasonabl e. So we had a second with the
amendnments.

Any further discussion?

(No response.)

CHAI RVAN CERQUEI RA: All right. | nove that
we vote.

MR. MYERS: | have one question --

CHAI RMVAN CERQUEI RA:  Yes.

MR. MYERS: -- just so we can cover this.
How many nmenbers are on the ACMJ now? Eight?

VMR. HI CKEY: Thirteen.
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MR. MYERS: Thirteen? Okay. So |l'mjust

trying to figure out how nmany copi es.

MR. HICKEY: We're not all here.

MR. MYERS: Okay. So we need at | east 13
copi es. Ckay.

MR. LOHAUS: W'l | try and get 13 copiesto
you today.

CHAI RMAN CERQUEI RA:  Wel I, if you can get
themtoday so that we can carry themhone. How many
pounds is this, 307?

MR LOHAUS: It'satw volunereport. It's
maybe about, |1'd say, a quarter to half an inch thick
total. Does that sound about right, John.

CHAI RMAN CERQUEI RA: Al right.

MR. MYERS: |It's probably about --

MR. L OHAUS: This is available
el ectronically also, Jim on our Web site. So we can
give you the URL for it also.

CHAI RMAN CERQUEI RA: " m not sure it's
critical toget it tothe Conmttee today. | think we

shoul d make it available, and | think Angela could

overnight it to people. If people want it
el ectronically, I think that would be the preferred
nmet hod.

But we have a notion that's been seconded
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and di scussed, and | call for a vote onthis. All in
favor?

(Chorus of ayes.?

CHAI RMAN  CERQUEI RA: And opposed?
Abst enti ons?

(No response.)

CHAI RMAN CERQUEI RA:  None. Ckay. So | nake
t he recommendati on.

And how do people feel? Should | talkto
t he Comm ssi oner about that this Commttee feels |eft
out, slighted?

M5. WAGNER SCHWARZ:  Yes.

MS. HOBSON: | can hardly believe that a
maj or policy change like this has just sort of slipped
t hrough wi t h, you know, not very nuch public conment at
all, and | think that's really not a very desirable
t hi ng.

And then | woul d al solike to ask you: did
you i nvite any patient groups to partici pate? Because
patients are the ultimte stakehol ders.

MR. LOHAUS: Jinf

MR. MYERS: |'mthinking. | think we did
ask, but | don't believe that we had anybody cone t hat |
recollect. W did have sone fol ks fromsonme of the
public interest groupsinitially, but recognizingthat
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medi cal i s one part of this conpl ex puzzl e that we were
dealing with, I'd have to say initially no. 1 don't
t hi nk that there were anybody t hat were pati ent advocate
groups that were there.

Al so recogni ze that this report was provi ded
t o t he Comni ssi on and t hought we sought a | ot of public
comrent and st akehol der comment onit, and | think that
t he working group didareally goodjob of tryingto get
everybody invol ved, what happens is that once the
Comm ssi on makes a deci si on about whatever it wants to
do, that's probably nore in the real mof policy, and
t hat' s where nore comment and nor e favorabl e t hi ngs t hat
woul d be com ng fromt he public woul d be put intothis as
wel | .

And | think that --

CHAI RVAN CERQUEI RA:  Ri ght, but t he probl em
withthat i s once you' ve got a draft of sonething, you' ve
spent thetime. I1t's nuch nore work to undo sonet hi ng
that's beencreatedthanit istobeinvolvedininitial
devel opnent and do it right.

And certainly without the input of, you
know, certain patient groups -- and again, I'dliketo
see the involvement of the professional nedical
conmmunity. | think it's inportant.

MR. LOHAUS: Yeah, | hear you. | hear you.
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And we' || give youthelisting of peoplethat attended
t he st akehol der neeting, and t hat was part of the reason
for hol ding that neeting, was to provi de opportunity when
t here was a product that coul d be revi ewed to gi ve fol ks
an opportunity tol ook at it and gi ve t he wor ki ng gr oup
sone f eedback, but we'll give youthe |ist of peopl e that
at t ended.

And we nay not have had al | the right people
there, but I think theintent and our goal was to invol ve
a cross-section of stakehol ders.

CHAI RVAN CERQUEI RA: Well, we're not
qgquestioning theintent or the product, but it's just nore

of the process, and again, I'dliketothank Ral ph for

putting it on the agenda, bringing it to our attention.

MR. LIETO  Thank nme or blame ne.

CHAI RVAN CERQUEI RA: Okay. Now, let's
everybody be back here by one o' cl ock. W don't want to
come back any earlier.

(Wher eupon, at 12: 04 p. m, the neeti ng was
recessed for lunch, toreconvene at 1: 00 p. m, the sane

day.)
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A-F-T-EFR-NOON S-E-S-S-1-O-N
(1:04 p.m)

CHAI RMAN CERQUEI RA: | hope everyone had a
good lunch. Dr. WIIlianmson was observed to be taki ng
part in the dance |l essons inthe hallway there. He does
a pretty nmean swi ng, but not too good on the tango.

(Laughter.)

CHAI RMAN CERQUEI RA:  Just ki ddi ng, Jeff.

And now we're back to Dr. Ayers.

DR. AYERS. Yeah, hopi ng to pi ck up where we
left off. Maybe we' ve got all of the questions out of
t he way, but | doubt it.

(Laughter.)

DR. AYERS. As | said, partial recognition,
and what we haven't gotten into is the process of
respondi ng to the Board' s appli cations and goi ng back and
forth and wor ki ng out toget her where t he endpoint wi ||
be.

CHAlI RVAN CERQUEI RA:  When wi | | t hat happen.
You know, obviously you can't doit until the regul ations
get approved, but once t hey get published, will you be
able to initiate the process so that by the tinme it
becones | aw you' Il be able to --

DR. AYERS: | defer that to John.

MR. HI CKEY: Yes, we woul d do that prior to
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the effective date, but nowthe response has to refl ect
t he di scussi ons we' ve had yest erday and t he work t hat t he
subcomm ttee and the staff are goingto be doingasto
what sol utions are there.

But the reviews have pretty nmuch been
conpleted so that if you set aside the discussions
yest er day and t oday, we coul d go ahead and notify all of
the Boards the results of the review

CHAI RMAN CERQUEI RA:  What about t he Boards
that aren't affected? You know, it | ooks |i ke the AB&M
t he ACR, CBNC, and sone of the other exanms would --

DR. AYERS:. All are affected except two.

CHAI RVAN CERQUEI RA:  (kay, and you' re goi ng
to tell us which two.

DR. AYERS: Yeah.

MR. HI CKEY: Well, oneis at the Board of
Nucl ear Medicine. They've already been notified.

DR. AYERS: That's correct, and the ot her
one is the CNBC;, is that right?

CHAI RMVAN CERQUEI RA:  CBNC?

DR. AYERS: CBNC.

MR. HI CKEY: Well, tell peopl e what that
stands for.

CHAI RMVAN CERQUEI RA: Certification --

DR. AYERS: Cardi ol ogi st -- oh.
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CHAI RVAN CERQUEI RA:  Certificati on Board of

Nucl ear Car di ol ogy.

DR. AYERS: Yeah. 1In fact, they had to
manage i nform ng t he Board rather | ate, and conpared to
ot hers and actual |y i ncorporated all of the requirenents
right intoit. So it's really straightforward.

CHAI RMAN CERQUEI RA: | didn't neanto take
you off on a tangent there, Bob.

DR. AYERS: Okay. The next slide.

I think you' re all aware of the probl ens
whi ch are kind of refl ective of many of the Boards with
t he Ameri can Board of Heal t h Physics, for exanple. They
don't have the specific requirenments which are required
by the regul ations.

Now, mind |'m not including any of the
di scussions inthe | ast coupl e of days, andif we do have
sonme rul e changes, we'll have to all go back to the
starting point onthis wholething, but thisis purely as
it relatestothe existingdraft of newl1l0 CFR, Part 35.

So t hey don't neet the one year full-time
radi ati on experience in nmedical applications, nor the
corresponding witten preceptor statenent.

Next sl i de.

CHAI RMAN CERQUEI RA:  Wel I, Bob, can we go
back to that?

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

261

And | guess, you know, again, these
di scussions |'msure we --

DR. AYERS: Well, | will add at the end |
list all of these probl enms for di scussion. | was just
poi nting to individual --

CHAlI RVAN CERQUEI RA: (kay. So the preceptor
statenent, there's no way we can require that and t hen
t he one year training?

DR. AYERS: | go through the individual
Boards --

CHAI RMAN CERQUEI RA:  Sure, okay.

DR. AYERS: -- and then we goto the general
di scussion and thenrelist all of the across the board
features --

CHAI RMAN CERQUEI RA: | apol ogi ze.

DR. AYERS: -- w th Boards.

Al right. Theletter tothe Arerican Board
of Nucl ear Medicine did say that we were planning to
grant NRCrecognition for the nodalities they requested,
except for the RSOunder 3550(a) because, again, they
don't -- they have not presented evi dence t hat t hey neet
t he one year and t he preceptor statenent, although nost
of the nedi cal boards, they can becone radi ati on safety
officers for their specific nodality based on their
aut hori zed user status, and that includes nmedi cal
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physi ci st.

CHAI RVAN CERQUEI RA:  Ri ght.

DR. AYERS: What they can't dois qualify
for broad scope RSO big prograns under A.

Next sl i de.

As | said, we just see no issues on this
one.

Next slide.

The only thing | guess |I'I| add as a coment
tothat, they' re only requesting 290 and t he regul ati on
requires that the preceptor have 190 and 290 experi ence,
and | agreedwiththeminthedraft letter that it would
seempoi ntl ess that they have 190 experience for their
preceptor since they're not authorizing that nodality.

Here's the key point. For radi ation safety
of fi cer authorizations, al arge nunber of the Boards,
essentially all of themor -- I"'msorry -- all that
asked, but a great nunber asked for recognition under the
full radiation safety officer qualifications under
3550(a), but none at this point has been abl e t o docunent
t hey neet that one tinme or one year full-tinme nedical
experi ence under supervision of aqualifiedradiation
safety officer, nor do either present evidence for the
preceptor statement that goes along with that.

MS. McBURNEY: Bob, if the Anerican Board of
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Health Physics did change their requirenents for
certification to include a preceptor statenent and
docunent ati on of experience --

DR AYERS: Yeah, that's really com ng up on
t he next slide.

MS. McBURNEY: Oh, okay.

DR. AYERS: Okay. But as | said, many of
t he Board di pl omat es woul d qual i fy under 3550(c). In
fact, the only one that woul dn't woul d be that -- | don't
remenber that acronymaccurately, but that specialty
Board for Nucl ear Medicine.

CHAI RMVAN CERQUEI RA: CBNC or --

DR. AYERS: No

MR. LI ETO Anerican Board of Sci ence and
Nucl ear Medi ci ne?

DR. AYERS: Anerican Board of Sci ence and
Nucl ear Medi ci ne, that one, because t hey don't have any
correspondi ng authorized user status in any other
category, nor are they asking for one.

Next slide.

W th the nedi cal physics authorizati ons,
again, for both ABR and Anerican Board of Medical
Physi ci sts -- Physics, they have | ack of, as we' ve t al ked
about many times, the Board requirenments for the
specified trading in all of the nodalities and the
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correspondi ng signed preceptor statenent.

And we al ready tal ked about the parti al
recognition, andthis could apply toall Board, andin
the next slide, I think we get into the big generic
i ssue, | hope.

CHAI RVAN CERQUEI RA:  Bef ore we go on, Jeff,
do you have a question?

DR. AYERS: Yeah.

DR. WLLIAMSON: | recently reviewedthe
eligibility requirements for ABR, Anerican Board of
Medi cal Physics. They certainly do require signed
letterstestifyingtothe conpetence. So |' mwondering
what is the --

DR. AYERS: That's the next slide.

DR WLLIAVBON: -- | egal deficiency of that
requi rement conpared to the --

DR. AYERS: Okay. | intendto talk --
bel i eve the next slide has that.

DR. W LLI AMSON: Ckay.

DR. AYERS: Yeah, the next slide, please.

The genericissueis, as | said, applicable
toall the Boards except t he Board of Nucl ear Medi ci ne
and t he Board of Nucl ear Cardi ol ogy, i s the absence of
t he exactly specified signed preceptor statenment or
statenents in accordance with the new Part 35

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

265

requi renents for the various Board certification
processes.
Now, ABR, for exanple, asks for areference

letter for a physicist and a --

DR. W LLI AMSON: From a radiation
oncol ogi st, | believe, too.

DR. AYERS: Well, in one they call it a
reference letter, and in the other one they call it

sonet hi ng el se. The nane escapes ne. Soneti nme sonewhat
simlar.

The problemis -- and the Boards could
easily if they chose or maybe | shouldn't say "easily."
The Boards coul d -- one opti on woul d be to change t heir

procedure. The biggest bl ocki ng point fromany of the

Boards is a signed preceptor statenment. They have --

CHAI RMAN CERQUEI RA:  Wel I, tell me --

DR. AYERS: -- requirenments that are
simlar, but not the sane.

DR. W LLI AMSON: What's m ssing fromthe
ABR when t hey say |l etter of reference fromacertified
physi ci st and a physician? Wat's wong with that?

DR. AYERS: Two things that stick up
i mmedi ately is they don't say that they' ve supervi sed
themand t hey' ve been -- they're trained and qualifiedin
the specific nunbered parts of the regul ations.
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And t he second one i s there's no requirement
that that | etter, reconmendation, reference -- | think
it's called recommendati on in place of reference and
others -- there's no requirenent on the part of the
Boar ds that those be fromwhat we woul d deema qualifi ed
preceptor, that i s, an authorized user that i s authorized
for those nodalities.

CHAI RMAN CERQUEI RA:  Jeff, howdi fficult an

i ssue woul d that betoget that letter? | nean, i s nost

of the training done by authorized user or AUP or AMP?

DR WLLIAVSON: | think largely that is so.
| think the maj or probl emwoul d be that the certificate
itself woul d have t o be anended t o speci fy HDR, ganma
stereotactic, andteletherapy. | thinkthat isthe big
bl ocki ng point, is that thereis no nechani smby which,
you know, footnotes can be made to the diplomte
certificate indicating the different nodalities.

You know, this letter is not sonething
they're going to be willing to share with you.

DR. AYERS: Well, it wouldn't be if they
chose to have sone subset and say we require the
appropri ate preceptor statenent or this subset and that's
a partial part.

DR. W LLI AMSON: Yeah, but they don't do
that for any subset. They're don't do it for Cobalt
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DR. AYERS: | know t hat.

DR. W LLI AMSON: -- 60, HDR or gamm
stereotactic, and it's unlikely they wll.

DR. AYERS: It's a little nore
straightforward for the nedi cal Boards, for ABR, for
radi ati on oncol ogi sts, for pharmacists. The sane
problem it's across the boardw th all of these Boards.
| keep forgetting.

None of the nedical Boards that 1've
revi ewed have at thi s point presented any evi dence to us
that they require and goesinthefile for their Board
di plomate, the required certification.

The other alternative, of course, is
changi ng t he requi renents, which you' ve al ready present ed
to the Comm ssion.

The ot her alternative under the existing
regul ation would be for the Boards to adjust the
requirement.

And sone of the nedi cal Boards may be a
little further anay inthat theletters they require are
fromtheir clinical director who may or nay not be active

or may or may not be what we woul d deeman aut hori zed

user. | don't know. We've got to ask these questi ons,.

CHAI RVAN CERQUEI RA:  Ral ph, you know, you're
not wei ghed down by all of the baggage of past
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di scussi ons. Howdo we get out of this and cone up with
a way that --

(Laughter.)

MR. LIETO What | seeis what we're trying
to do is put a square peg into a round hol e.

DR. AYERS: Exactly.

MR. LIETO And I think --

CHAI RMAN CERQUEI RA:  So howdo we shave it?

MR. LIETO It seens |ike the discussion
| ve been hearingis howdo we get the Boards to do this.
How do we get this to change? And | don't think that's
the way to go. Okay?

| was thinkingat first, well, maybe t here
shoul d be sort of this formletter of recommendati on t hat
says, you know, "I, Dr. So-and-so, attest to the fact
t hat Physicist XYZ neets the criteria for taking the
Boar ds because of his experience,” and |ists sone of

t hese nodalities, but these things are goingto change

with tine.
DR. AYERS: And certify that --
CHAI RMAN CERQUEI RA:  That he's conpetent.
MR. LIETO Well, the Board exam - -
CHAI RMAN CERQUEI RA: That the person is
conpet ent .

MR. LI ETO You know, passing the examwoul d
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establish his conpetency. Sony feelingisthat | think
any di scussi on of trying to get changes i nthe Boards or
applications tothe Boards is goingto be very | engt hy,
ti me consuni ng, because t hey have to go t hrough t heir
mechani sms of approval, and | don't really thinkinthe
longtermit's goingto solvethe problem | thinkthe
issue is, as we discussed this norning, is change in
rul emaki ng.

CHAI RVAN CERQUEI RA:  The rul emaki ng.

MR. LIETO | really think that's where we
have got to go.

CHAI RMAN CERQUEI RA:  Yeah.

DR. AYERS: And that's why | said I'm
confining ny remarks to not changing therule. Therule
changes; the whol e thing starts over. It's a whol e new
ball ganme with regard to what |I'm presenting.

CHAI RVAN CERQUEI RA:  And, Richard, interns
of the RSO, is that also the situation?

DR. VETTER: Yeah. For exanple, the
Amer i can Board of Heal th Physics certifies peopleinall
areas of health physics. If they changed their
certification process, they would need to have a
precept or statenent for everyone whether they' re goingto
be in nmedical or not.

| mean, it just doesn't work. Like Ralph
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said, it's asquare peginaround hole or vice versa.
And they're not going to change it.

CHAI RMAN CERQUEI RA: No. In nuclear
medi ci ne, | nean, you know, the preceptor statenent
specifically lists theisotope andthe nunber of hours
t hat people have had, and we've been using those
preceptor statenents for the longest tine. Isn't that
sonet hing that could be generalized?

DR. AYERS: Well, we've been using the
preceptor statenments under the ol d rule for non-Board
certifiedindividual s, physicians, nmedi cal physicists,
RSOs, and so forth. That's always been there.

What ' s newwi th newPart 35, and | thi nk why
alot of peoplemssedthat it was a change i s that the
Boar ds are now bei ng vetted agai nst the training and
experience requirenments i n the second and sonetines third
parts of the rule.

And | don't know how t he Boards that are
recogni zed now by us achi eved t hat process. That was
before ny tine.

CHAI RVAN CERQUEI RA:  And, Ral ph, Jeff, and
Ri chard, t he Boards have been approached and it's not
doabl e?

DR. VETTER: Well, |'ve talked with two
Boards, and it just doesn't fit their objective. They're
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| ookingtocertify the conpetency, the know edge base,
and that really has nothing to dow th where they got it.
It just doesn't fit for them

CHAI RVAN CERQUEI RA: And it's not specific.
Agai n, for sone of these things, for the agents.

DR. VETTER: Right.

DR. NAG Yeah, | have a problem Directly
inradiationoncologyisthat inthe Board certification
it says you are nowqualifiedto doradiation oncol ogy on
t he whole. | may never want to do a gamma knife, and i f
you say you are going torequire everyone to have t hat
knowl edge, you' re not going to have many people, you
know, passing the Board.

You know, they want to certify a general
overal | know edge. Now, you can use t hat know edge, and
thenif you' re goingto do ganma kni fe or sone of these
speci al procedures, you can take sone speci al training
for that.

But you cannot nmeke t hat a requi renent for

every radiation oncol ogi st to know about gamma kni fe.

CHAI RMAN CERQUEI RA: But if we had an
i nterventional cardi ol ogi st, he woul d say, "Well, why
can't we take themand have themdo alimted subset of
training and experience to be able to neet their
requirenents, to sort of be the sole user?
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DR. NAG Yeah, but the probl emis you need

an overall general know edge, and then you need to
suppl enent that with specific knowl edge. You can't just
say | want to have only the specific know edge wi t hout
t he general fundanental know edge to back you up.

So i f you do a separat e requi renent just for
gamma knife, it i s not good because you can't just make,
you know, 200 hours at ganma kni fe wi t hout know ng t he
rest of the general radiation basics.

DR. W LLI AMSON: There's anot her probl em
Even i f the Boards adjusted their procedures so that
prospectivel y newcandi dates conplied w th these rules,
it's not retroactive. The probl emwoul d still exist that
the vast majority of Board certified physicians and
physi ci sts could not nmeet these regul atory standards.

DR AYERS: Well, | think the grandfathering
m ght be a |l arge part, but --

CHAI RMAN CERQUEI RA: So i s that possible

under the --
MS. McBURNEY:  Yeah, grandfathering.
DR. AYERS: That's ny next slide, which has
sone issues there, but I'll get to that.

CHAI RVAN CERQUEI RA: Wiy don't we gotothe
next one? Are you done with this one?

DR. AYERS: Yeah, | think the problemis
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well identified. There arereally three branches to
this, work tothe existing Part 35, and nost Boar ds won't
qualify and will have to cone in under training and
experience; change the rul e and get it where nost peopl e
are happy. | don't knowif you can ever make everybody
happy.

CHAlI RVAN CERQUEI RA:  That' s not our m ssion
here.

DR. AYERS: GOCkay. Let's go to the next
slide.

CHAI RVAN CERQUEI RA:  But, agai n, we do have
this subcommtteethat's goingtolook at this and cone
up with some recommendati ons on how to resolve this.

DR. AYERS: And | guess one question you
rai sed was that, well, the Boards have respondedto this.
Well, theletters haven't gone out yet. So our queryto
t hemabout this hasn't went out tothemyet. Sothere
hasn't been any fornma i nt erchange bet ween t he Boar ds and
NRC until those letters go out.

Okay. On the grandfathering, | wasn't
prepared to tal k about it last tinme, and | wasn't sure,
and | agreed that the |l anguage was alittl e anbi guous,
but the states i n consideration are very precise. For
medi cal physicists, pharmaci sts, and RSOs, which is
really not relevant, it's nostly for nmedi cal physicists.
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What the statenents i n consideration very precisely say
isyouwll get what you have. If you' re an aut hori zed
tel et herapy physicist, that's all youget. If you're
aut horized for tel etherapy and HDR, you get those.

You get what you have now. You don't get a
broad recognition.

DR. W LLI AMSON: Whi ch undercuts the | ast
poi nt that was nade. So there is an issue with
grandf at hering the previously boarded --

DR. NAG What about authorized user, NRC
aut hori zed user?

DR. AYERS: |'msorry?

DR. NAG Authorized user? | nean, arethey
not grandfat hered?

DR. AYERS: No, the authorized user is
35.57(b), whichwasn't anissue. The language differsin
that alittle, andit's nuch clearer. So this was the
issue itemfromlast tine.

DR. W LLIAMSON: Can the statenents of
consi deration be nodified? Are they as unnodifi abl e as
the rul e?

MR. HI CKEY: The answer is yes, and t hat
will bew thinthe scope of what the subcomm ttee and t he
staff looks at. Certainlyif the rul e can be changed,
the statenent of consideration can be changed.
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MS. McBURNEY: But not for this printing.

It would be a new rul enaki ng and a new st at enent of
consi deration, right?

MR. HI CKEY: If the questionis howquickly
canit be done, it's easier tochange sonethingthat's
not a rule than it is to change a rule.

DR. AYERS: | think the Comm ssion would
probabl y have t o be on board on that, but don't hold ne
to that.

MR. HI CKEY: That's correct.

DR. AYERS: And you have presented your
views to the Comm ssion, and that's outsi de of the scope
of what |'mtal king about.

MR. LI ETO. Bob, coul d you just refresh ny
menory? What's 35.57(b)?

DR. AYERS: That's the grandfathering
cl ause. That neans everybody that is currently listed as
an aut horized user at the tinme the new Part 35 takes
effect will be grandfathered for the authorities that
t hey now have essentially.

MS. McBURNEY: | understand all the stuff
about the Board certificationwas inthe proposedrule as
it isin the final, but not a whole | ot changed.

DR. AYERS: | was not involved in the
rulemaking. So |l can't -- if sonebody el se wants to
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speak to the history, | knowit went through several
revi si ons because at one tinme t here was consi der ati on of
awittentest onradiationsafety, and where t he changes
occurred along the path, | guess Marjorieis comngupto
t he m crophone. She's nore know edgeabl e of the history
of rule devel opment than | am

MS. McBURNEY: And whet her there were
comment s about that or di d people just sort of assune
that their Boards would be accepted?

DR. AYERS: 1'Il let Marjorie address the
guesti on.

MS. ROTHSCHI LD: Ckay. Well, the proposed
rul e publ i shed i n August of 1998, the | anguage that is
now at i ssue was virtually identical in the proposed
rule, and | can point youtothat. OCkay? It's 3550 --
if we'retakinglike authorized nedi cal physicist as an
exanpl e, that proposed rul e | anguage was, "The | i censee
shal | require the authorized nedi cal physicist to be an
i ndi vidual who," and then under A it states, "is
certified by a specialty Board whose certification
process includes all of the training and experience
requi renments i n Paragraph Bof this section and whose
certification has been approved by the Conm ssion.”

Now, that |ast phraseol ogy there --

DR. AYERS: That's the sanme, yeah.
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MS. ROTHSCHI LD: -- nmay have been changed

slightly, just the last phrase, and there was a
provi sion, you know, in this proposed Rule 3551 for
passi ng an exam nati on, but the | anguage at i ssue, taking
thi s provi sion as an exanple was virtually the sane in
t he proposed rul e published August ' 98.

And t he ki nd of brief reviewl've had tine
to do in ternms of coments and responses in the
statenents of consideration, | didn't seethis precise
i ssue as rai sed by coorment ers or any of the professional
soci eti es.

DR. AYERS: Yeah, | | ooked through that.
There were no comments onthisissuethat | couldfindin
my revi ewt hrough t he package. The intent of this whole
t hi ng was to t ake nam ng t he Boards out of the regul ati on
where it prohibited us fromaddi ng or del eti ng new Boar ds
or Boards that changed wi t hout -- we'd be rul emaking to
add or delete the Board as it exists nowinthe ol d Part
35.

And | guess when you say we're going to
recogni ze Boards, you've got to put sonethingin, and
t hi s appears where the m ss occurred, at | east fromthe
perspective of the Conm ttee here. You' ve got to put
sonething in that says this is what it takes to be
qualified to be recognized.
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Now, the recognition criteria could be
di fferent obviously than what they areif we'rerewiting
the rule or if you went back listing theminthe rule
itself, youagaintie Board recognitionto rul enaking
process in the future.

CHAl RMVAN CERQUEI RA:  All right. Jeff?

DR. W LLI AMSON: I think a couple of
comment s have been made by t he Comm ssi oners and maybe
others onthe staff -- | think Don Cool -- that there was
sonet hi ng t hat coul d be done i nthe inplenmentation of
t hese regul ations that would at |east tenporarily
amel i orat e t he consequences or mtigate the consequences
of this problem and ' mwonderingif John or Bob could
expand on this.

DR. AYERS: |'ll defer to John.

MR. HI CKEY: | don't think I can add
anything to what's been said. W agreed that --

DR. WLLIAVBON: | gathered that this was --
thisis what | understood themto beinplying, although
it wasn't nade cl ear, that there was t he possi bility when
the regul ati ons are i npl enent ed t hat basically a hold
coul d be put on some conponent, subconponent of the
regulations if it turned out there was an unforeseen
difficulty ininplenmentingthemw thout postponingthe
i mpl enrentation of the rest of the new Part 35
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requi renents.

DR. AYERS: Yeah, | think that can be
consi der ed. However the Comm ssion, they haven't
addressed the issue of a fragnented effective date
directly, but they's stated that they don't want to
revise the rule in pieces.

Soif there were a proposal toinplenent it
withdifferent effective dates for this part, that would
be an i ssue, but | think that does need to be considered
nevert hel ess.

DR. WLLIAMSON: Sothat is apossibility.
That was ny question.

MR. HI CKEY: Everything is a possibility.

DR. AYERS: Yeah, | think nost of what
you' re tal ki ng about nowis at the Comm ssion | evel, and
it was great that everybody had a chance to bring these
i ssues tothe attention of the Comm ssi on yest erday, and
now it's on the radar so to speak.

| can't predict what will happen.

CHAI RMAN CERQUEI RA: Okay. We have a
question from the audi ence.

MR UFFELMAN |'mBill Uffel man, Society of
Nucl ear Medi ci ne, ACNP, but on behal f of the Aneri can
Board of Science and Nucl ear Medi ci ne.

Wth the six nonth delay or call it the six
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mont h del ayed effective date of therule, those -- and
you nmade t he conment sonebody who i s al ready an RSOi s an
RSO and, you know, they're grandfathered. But sonebody
who was previ ously an RSO, but i s nowwor ki ng as an RSO
because t hey' ve changed j obs or what ever, can t hey go
back and be an RSO wi t hout going through the whole
rigmarol e? That's question one.

Question two, those --

CHAI RVAN CERQUEI RA: Wait. Wiy don't we get
an answer to question one, and then we can --

DR. AYERS: Question one, | don't know. |
haven't | ooked at that issue.

CHAI RMAN CERQUEI RA: That was easy.

MR. UFFELMAN. Ckay. Question two, ABS&M s
exami s givenin June at our annual neetinginL.A this
year. Those who pass the exam in June and becone
di pl omat es of ABS&M because they're in this wi ndow
bet ween t he March publicati on and Sept enber- Cct ober
effective date, what is their status, you know? Under
whi ch rul e are t hey appl ying for recognition of their
qual i fication?

DR AYERS:. Well, they're appl yi ng under the
current Part 35 until such tinme as the newrul e becones
effective.

MR. UFFELMAN: Ckay. Sothat's different
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t han what you said | ast year. That's why | was checki ng.

MR. HI CKEY: This is John Hickey. Let ne
poi nt out that they haveto belistedonalicense. It's
not good enough just to be certified as of the effective
date of the new rule.

MR. UFFELMAN: So t hey' ve got to have this
RSO job lined up for, you know --

MR. HICKEY: We said -- | agree | don't
of f hand knowt he answer to the first question because t he
rule says "identified." So I'd have to get an
interpretation as to whether that neans currently
identified or previously or currently.

But the answer to t he second questionis you
have to be certified, andif you haven't been |isted on
alicense, youneedtoget listedonalicense beforethe
effective date of the new rule.

DR. AYERS: Yeah, a job offer wouldn't do
it. | mean, you'd have to actually go through the
process and be | i sted on the | i cense to be grandf at her ed.

CHAI RVAN CERQUEI RA:  Al'l right. Well, |
guess we over|l ooked a fewthings at different | evel s, and
| think we've identifiedthe problem W' ve spokento
t he Comm ssioners. W' ve established a subcomm ttee
that's going to look at it, and we kind of need to
address it possibly as a new rule.
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| guess the one question is that for the
Boar ds who have al ready appl i ed and have been revi ewed
and have net nost of their criteria, | don't see any
reason that they should be held up. Isthat the feeling
of the Commttee?

There's no --

DR. AYERS: Well --

MR H CKEY: Wait amnute. He' s askingthe
Comm ttee.

DR. AYERS: |'m sorry.

MR. HI CKEY: Sorry.

DR. WLLI AMSON: And t hese Boards, just to
refresh our nmenory are t he nucl ear nedi ci ne, two nucl ear
medi ci ne Boards, right?

MR. HI CKEY: That's right.

CHAI RMVAN CERQUEI RA:  What about the ACR?

DR. NAG. ABR you nean.

CHAI RMAN CERQUEI RA:  ABR. ' m sorry.

DR. AYERS: A preceptor i ssue, a preceptor
st at ement i ssue.

DR. W LLI AMSON: It's inportant to
recogni ze. It sounds |ike right nowradiation oncol ogy
certification is not going to nake it for either the
brachyt her apy, tel etherapy, or the radi opharnaceuti cal s.
Only nucl ear nedicine certification.
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DR. AYERS: The sane applies to the

radi opharmacy and t he nedi cal physics and RSO. It's
essentially everything el se.

DR. W LLI AMSON: So the scope of the
di saster w dens.

CHAI RMAN CERQUEIRA: It's definitely a
probl em

Ral ph?

MR. LIETO | just wanted to make maybe a
comment regardi ng the grandfathering. You said you
weren't too sure about i f somebody was not |i sted now,
but had been previously, woul d t hey be grandfathered. |
guess --

DR. AYERS: Yeah, and | don't know, and
there i s some provi sions inour current regul ati ons t hat
gives a wi ndow of time in which you can --

MR LIETG M suggestion was goingto be as

| ong as that neets the recentness of training requirenent

DR. AYERS: That's the w ndow.

MR. LIETO. -- that they be allowed to
gr andf at her.

DR. AYERS: Again, | don't know at this
poi nt wi thout --

MR. LI ETO Just a comment.
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DR. NAG One possible solution for the

short run, since we nowhave a separate neeting, until
the results of the subcommi ttee cones out -- that neans
the neww || not be inplenented until the subconm ttee
comes out.

CHAI RVAN CERQUEI RA: | don't think we can do
that procedurally. | nean, basically the Comm ssion has
made t he deci si on, | think, which was supported by the
Comm ttee, you know, that they didn't want to fragnent
theruleout, breakit out indifferent ways, and | think
the option that has been given to us is basically
i npl enent arul e and t hen conme up wi th a newr ul emaki ng,
which is part of the charge of this Conmttee.

But intheneantine |l' mnot sureit'sinthe
i nterest of the stakeholders. If sonme of the Boards
basi cal | y have been approve by this newstandard, | think
it would make sense since they weren't affected as
directly by sonme of these other ones to basically | et
t hem get approval.

DR WLLIAVBON: Well, | think | concur with
our chairman. There seens to be no reason not to go
ahead and recogni ze the certifications of the two nucl ear
medi ci ne Boards. It sounds likeif the fragnented date
of inplementation strategy is used, it couldbe carefully
calibratedto avoidthe 35, 200 and 100 nodal iti es and
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f ocus on the 300, 400, and 600 nmpdaliti es where the

pr obl em occurs.

DR AYERS: Well, I think the | ast two days
have introduced a reason. Now that the Board
certification process may be back on t he tabl e, and what
we're prepared to do now may not be valid tonorrow.

(Laughter.)

DR. WLLIAVSON: Wl |, that's a good point.

CHAI RVAN CERQUEI RA:  All right, but the
decisiononthisis goingto have to be nade soon, very
soon, | nean, and i f Congress gi ves approval to go ahead,
then | think the Conm ssioners are going to needto make
some deci sion on how to deal with this.

| didn't get the feelingfromyesterday's
nmeeting that they had a solution for us. They'rew lling
to have us look at it, but there's no imediate
resol utionthat's been put forward by t he Conm ssi on, by
this Commttee, or by the NRC staff.

DR. AYERS: And | think if the rul e goes
t hrough as pl anned, we'l | i nredi ately get those letters
out. One of themis, infact, granting recognitionto
t he second di agnosti ¢ Board, and we' ve acconpl i shed what
you're asking for. It'sjust nerely we'rejust waiting
until we know for sure which way to junp.

CHAI RMVAN CERQUEI RA:  Ri ght.
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DR. NAG. And | agree with having the two

Boar ds, you know, approved, but what i s goi ng to happen
wi th the other four or five Boards? Once i npl enent ed, |
mean, you know, what are the consequences of that?

CHAI RVAN CERQUEI RA: Wl |, t he peopl e t hat
are al ready out there, | nean, shouldit change? They
woul d be grandfathered, correct?

DR. NAG No, but the new graduates are
com ng out this year.

DR. VETTER: But they would be approved
under the -- filling out all of the fornms of the
preceptor statenent, training, and so forth.

DR. AYERS: And these letters are going

CHAI RMAN CERQUEI RA:  And t he peopl e who
woul d be nost affected would be the people who are
starting training now, is that correct?

DR. NAG No.

DR. AYERS: Well, theletters goingtothe
Boards are not denying recognition. It's asking
guestions. Wat |'mgetting fromthe Commttee is we nmay
not get the ri ght answers back, but it's not goi ng out
and sayi ng you're not qualified. It's saying we don't
see where you do A or B, and coul d you pl ease advi se us
how you do this?
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CHAI RMAN CERQUEI RA:  Yeah, | think there was

precedent for sone of this. | mean, when ny predecessor
Barry Segal was here, there was quite a little
controversy for the peopl e who di dn't have Boar ds but
were trying to neet the requirenents for authorized user
under training and experience as to whet her there coul d
be two 500 hour bl ocks, whet her they were si nul t aneous or
concurrent, and a vote was taken that, you know, if there
were issues, it couldconetothis Commttee for revi ew.

I think we maybe revi ewed one or two, and
potentially this Committee could assunme sonme of that
responsi bility, but we're tal ki ng about | arge nunbers now
if we're tal ki ng RSO

DR. AYERS:. Yeah, the issue of multiple 500
hour bl ocks was addressedin aletter fromthe Chairman.
" mtrying torenenber the addressee ri ght of f hand, but
t hat we wouldn't -- for a radiation oncol ogi st for a
nunber of different nodalities, we woul dn't sumt hose 500
hour bl ocks. That was addressed in aresponse fromthe
Chai r man.

CHAI RVAN CERQUEI RA:  Well, we need to do
sonmething, and | thinkit's goingto beinplenmented, and
we needtoinitiatethis process. It doesn't seemlike
we' ve gotten any i ndi cation that the gui dance docunents
woul d deal withit effectively, andit seens |ike the new
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rule may be the only way to do it.

And | guess the best thing would betotry
to get this started.

DR. AYERS:. | think the problemis gui dance
isintendedtotell youor toprovideinformtionhowto
conply with the rule not change the rule.

DR. WLLI AMSON: Well, that's correct, but
t he gui dance, you know, it woul d seemto ne we' ve made
t he recommendati on as a Committee that the gui dance
shoul d bend over backwards wi thin the confines of the
rule as witten to preserve as nmuch of the existing
recogni tion of Board certification as possible, and I
still think you should take that as your goal.

MR. HI CKEY: Yes. Fromwhat our reviewhas
indicated sofar, it'sclearly thereis anissue with
medi cal physicists and RSOs. There may be nore
flexibility to soften the i npact with respect to the
aut hori zed users.

DR. WLLI AMSON: Can you gi ve us your draft
gui dance on howto -- what woul d be required to establish
your screeningcriteria, soto speak, for establishing
conpliance with the authorized nmedical physicist
provi si ons?

DR. AYERS: | can say all that |I' musi ng now
istherule. That's the guidance, and the correspondi ng
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statenents of consideration.

MR. HICKEY: We will dothat. W' re going
toput apriority onaddressingthis first i ssue of what
needs to be done to fix the rule, but we alsow Il do
t hat .

We have a letter froml believeit's the
Anerican -- fromAAPMt hat has a proposal that we need to
respond to.

CHAI RMAN CERQUEI RA: Al right. Ni Ki .

MS. HOBSON: Well, this norning one of the
speakers referred to that there could possibly be a
transition period where there wuld be sone
enforcement --

MS. McBURNEY: Discretion.

MS. HOBSON: -- discretion. Could that
apply in this instance?

And al so, what is the absol ute shortest tine
t hat this rul e coul d be anended? What is the absol ute
shortest tinme?

MR. LIETO Not anmended, but rewritten.

CHAl RVAN CERQUEI RA:  Not anended, but, wel |,
just a new rule dealing --

MS. HOBSON: The new rule, the new rule.

DR. NAG | BS.

CHAI RMAN CERQUEI RA:  John? Best case?
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MR. HI CKEY: | can't conment on that.

DR. NAG | BS.

DR. AYERS: The only comment |1'd have is
thisis not an enforcenment issue. It's alicensingissue
inasense, anindirect licensing. It's kind of unusual .
We haven't been in this kind of space.

DR. DI AMOND: Bob, | actually disagreew th
that. Dr. Frant earlier today was very clear, 100
percent crystal clear that there's going to be sonme
| eeway with respect to how i npl enentation is done,
i nterpretation, maybe wi ndows for i npl enentation and so
forth.

So please don't be as strict as you're
telling us.

DR. AYERS: Oh, no, it's just wording.
| rpl ement ation | have no di sagreenent with, but all |
just said is it is not an enforcenent issue. It's
clearly aninplenmentationissue. M. Hobson presented it
as an enforcenent issue, and that it isn't.

| mpl enent ati on, whi ch she tal ked about, of
course it is.

CHAI RMAN CERQUEI RA: The sense that |I'm
getting fromthe Commtteeis that, you know, we ki nd of
agreed that we were correct on the nucl ear nedicine
aspect of training and experience and Boards, and we
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shoul d probably once the rul e goes i nto ef fect i npl enent
that in the sense of approval of the Boards that have
been reviewed and found to neet the criteria.

And | don't think -- that pretty much covers
al | of the stakehol ders for nucl ear nedi ci ne, but then
we' ve got this other probl emw th, you know, potentially
the radiation oncol ogists authorized users, but
definitelywththe radiation safety officers and the
medi cal physicists, and we haven't really coneupwitha

solution, and |l thi nk we ki nd of need to escalatethis

to, you know, nmaybe have a -- we nmet with the
Conmi ssi oners yesterday. | think we were just kind of,
you know-- the full inplications of this were made known
t hen.

You know, maybe we shouldtrytotalktothe
Conmmi ssi oner again, tal k to Comm ssi oner Meserve to sort
of see what the options are. You know, maybe Ri chard on
behal f of the Committee and | couldtalk to hi mto see
what the solutions would be.

I s that a reasonabl e way to go forward on
this?

MR. LIETO Well, | guess I'ma little
confused now. Wiereis the subcommttee that was charged
this nmorning fit into this?

CHAlI RVAN CERQUEI RA: Wl |, the subcommi ttee
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woul d basically dothelegwrk. Thethingisthere' s a
whol e bunch of unknowns. You know, how rmuch can be
i ncor porated in gui dance? How nmuch coul d be i ncor por at ed
in grandfathering? Can we conceivably stagger the
i mpl enent ati on, whichis sonething that the Comm ssi oners
have said they did not want to do?

Nobody can giveus atinelinefor the new
rul emaki ng, and you know, we ki nd of need t o have t hat
information to see how we can basically solve it.

DR. W LLI AMSON: Well, | was going to
suggest maybe a notion t hat we coul d vote on, that the
ACMUI recomrends that the staff petitionthe Comm ssion
t o stagger the dates of i npl ementation of the training
and experience requirenments to preserve the existing
trai ning and experience requirenents for radiation
oncol ogi sts, authorized nmedi cal physicists, nucl ear
phar maci sts, and radi ati on safety officers until such
time as a revised regul ation can be inpl enent ed.

CHAI RVAN CERQUEI RA: Do we have a second on

t hat ?
DR. NAG I'Il second the first place.
CHAI RMAN CERQUEI RA:  |'m sorry?
DR. NAG What you were askinginthefirst
pl ace.

CHAI RVAN CERQUEI RA: Ri ght, right.
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DR. NAG You know, | second that.

CHAI RMAN CERQUEI RA:  Yes, so you second it.

DR. W LLIAMSON: | just think we need to
t hi nk outsi de of the box herealittlebit, and that we
shoul d not inpose a very confusing and conflicting
transitional structure onthe comunityif thereis sone
possi bility of avoiding that, giventhat everybody - -
t here's a general consensus anong t he Comm ssi oners, the
staff, and the regul ated conmunity that this needs to be
addressed by a rulemaking initiative.

So to ne it only makes sense to avoid
i nposi ng a very confusing and fl awed syst emupon t he
regul ated community for a brief interval of tine.

CHAlI RVAN CERQUEI RA: And ful | y assum ng sone
responsibility ourselves for not having clearly
identified the problemthat is --

DR. W LLI AMSON: Everybody screwed up on
this, and there's alot of blanme to be shared for why
we're in this position, but it only seens |like the
rational thing to do.

CHAI RMAN CERQUEI RA: Rut h?

MS. McBURNEY: My only comment on that is
that | don't think it woul d be the proper mechani smf or
the staff to petition the Comm ssion; that we as a
Comm ttee can make that recommendati on.
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CHAI RVAN CERQUEI RA:  Ri ght .

MS. McBURNEY: But | don't think putting
t hat responsibility onthe staff to goto the Comm ssi on.

DR. WLLIAMSON: | would anmend it thento
say that the ACMU --

CHAI RVAN CERQUEI RA: Okay. That's
appropri ate.

DR. W LLI AMSON: -- recomends to the
Conmmi ssi on and ot herw se unchanged.

DR. AYERS: Marjorie, you were wanting
protocol input, is waiting.

M5. ROTHSCHI LD: Wel |, actually not onthis
particular notion. It was just Dr. Cerqueira' s request
for sonme informationonatinelinefor rul emaking. |
didn't mean to interrupt.

CHAI RVAN CERQUEI RA:  No, no, no. |f you've
got sone information factually that's good.

MS. ROTHSCHI LD: ©Oh, okay. | was goingto
say general ly with rul emaki ng under the Admi ni strative
Procedure Act, you have to have notice and comment. In
ot her words, you give people notice as in a proposed
rul e, what you' re planning to do, and then there's an
opportunity for comment, which of course, is what
occurred in this rul emaking.

Now, t he duration of that comment period,
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you know, it can be very short or it can be, you know,
very | ong.

['msorry?

MS. McBURNEY: |s there a mninmun? Wein
the states have a m ni mrum nunber of days --

CHAI RMAN CERQUEI RA:  Comment peri od?

MS. McBURNEY: -- for comrent.

MS. ROTHSCHI LD: Well, thethingis there
are other | egal requirenents, | guess, that figureinto
t he comment period. Typically we haveto allowfor a
m ni nrumusual |y of 75 days, and so t here are sone ot her
-- besides the Adm ni strati ve Procedure Act, there's sone
ot her statutory requirenents, but I knowthat, you know,
t her e have been comment periods inthe past as short as
two weeks.

The problem is people don't generally
consider that. Usually what we get are requests for
ext ensi on of comrent period tines.

Now, as far as, you know, shorter
rul emaki ngs, it's possible you can have i medi atel y
effective final rules, but those, the agency is
subjectingitself to-- it becones vul nerableinterns of
the | egal challenge when you have an inmmediately
effective final rule.

There's al so sonmet hing call ed a direct final
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rul e, but ny understandingis for that it has to be an
i ssue that's not controversial. | think based on all
this discussion we could not say that.

So | hope that's sonmewhat hel pful interns
of the rul emaki ng process and tinme peri ods.

DR. NAG Do you have |i ke a nunmber out of
t he hat? Wul d you say | i ke one year, two years, five
years?

MS. ROTHSCHI LD: Ch, for the duration of a
rul emaki ng?

DR. NAG Fromnowtill when the newrule
becones - -

MS. ROTHSCHI LD: | nean, it depends on how
| ong your comment period is.

DR. NAG M ninmum m ni num

MS. ROTHSCHI LD: M ni nmunf

DR. NAG  Overall from today.

MS. ROTHSCHI LD: | can't make -- | nean |
can j ust speak to what rul emaki ngs that I' maware of, you
know, hownuch ti ne has been consunmed. Sonetinmes, you
know, because of, say, statutory requirenents where we
have to act, you know, we can do start tofinishinless
than a year, but that --

CHAI RVAN CERQUEI RA: Let ne ask Ri chard and
Jeff and Ral ph. Is this controversial? Do we
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anticipated that there will be --

MR. LIETO. That's a good questi on.

CHAI RMAN CERQUEI RA: -- groups --

MR. LIETO M feelingisit appears from
t he di scussi on here that everybody i s on t he sane page.
| don't really think -- 1 think what shoul d happen -- you
know, | think in all due respect to Jeff's notion, |
think we're a little premature.

I think, first of all, therule hasn't been
publ i shed yet. OCkay? And we knowwhat t he probl emis.
So with the Conm ttee al ready bei ng charged, and | guess
| would ask if it's possiblethat they could cone back
Wi t h sonme proposal 30 days, you know, 45 days fromnow,
and then turn it over to staff for the rul emaking
process.

I mean if we had that and it's not
controversial, isn't it possible we could have this all
done by the end of the year?

M5. ROTHSCHI LD:  You know, | can't nmake any
comm tment. | just thinkthe amount of di scussion that
t he subj ect of training and experi ence generates, that
t hat one aspect of direct final rule in this case |
doubt, you know, whet her thi s rul enaki ng, you know, woul d
be appropriate for a direct final rule.

But you know, |I'mjust speaki ng now, you
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know, personally.

CHAI RMAN CERQUEI RA:  Certai nly based on ny
experiencewiththisrule, | mean, you' ve got a public
comment, drafts, publish the draft. People get to
respond. You've got torespond tothe questions that
you' ve gotten, andit's got to be published again for
anot her public coment period. It's going to take a
whi | e.

DR. AYERS: And there's the internal
process, too, which includes the Comm ssion's approval
and the publication period.

CHAI RMAN CERQUEI RA: And OMVB.

DR. AYERS: And OWB, yeah.

CHAI RMAN CERQUEI RA: Rut h.

MS. McBURNEY: Looking at the issues of the
attempts to try to get nore uniformty of the
requi rements throughout the country, | woul d prefer that
t hese rul es go ahead and go into effect, and even if
peopl e have t o be aut hori zed as aut hori zed users and
medi cal physicists under the alternate training and
experience, in the meanti me, before we can get these
ot her proposed rul es because it nay take up to two years
to do that.

I nthe meantime the states are goi ng to have
to start working on conpatibility rules and so forth, and
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to have that total lag on all the rul es and especially on
the training experience trying to keep those nore
equi val ent, that would be problematic.

CHAI RMAN CERQUEI RA: | agree with that.

So we have a notion.

DR WLLI AMSON: |'mnot sure | understand
the point. It seens likethat is goingto happenif the
i npl enent ati on dates are not nodifiedinthis staggered
way, the states are going to have to approve Part 35 as
it isnowwthin three years, and then in another 18
nmont hs a new nodi fication of theruleis goingtoconme
al ong, and thenthey' re goingto have to start working on
that at the sanme tine.

It seens tonme it woul d nake sense to | eave
t he part al one t hat everybody agrees needs t o be changed,
i mpl enent the rest, and then when the final rul e cones
out, then the state should start working on it.

CHAI RMAN CERQUEI RA: Rut h?

MS. McBURNEY: No, | think that by thetine
the states get to the point of actually or many of the
states get to adopting conpati bl e rul es, we woul d have at
| east a proposed change ready to go, and they coul d
enfold that into their proposed rules.

DR. WLLI AMSON: But what woul d happen i s we
woul d propagate this error through t he whol e agr eenent
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state system that woul d di senfranchi se --

CHAl RVAN CERQUEI RA:  Yeah, but t he agr eenent
states had t hree years upon which to act, and duri ng t hat
ti me they can operate under the ol e rul es and, you know,
even under the best case a |lot of themwl]l.

DR. WLLI AMSON: Well, they can't -- for
three years they can, but they're going to start
i npl ementing the new rule, and sonme of them wll
i mpl emrent the newruleif it'sinplementedintoto, and
that is going to propagate to the other 32 states
potentially this error.

So | actually think the nost rational thing
istokeepthat part of the old systemintact until a new
part can be thought out and inplenent the rest.

CHAI RVAN CERQUEI RA:  Rut h.

MS. McBURNEY: But duringthat timeif the
Comm ttee' s reconmmendat i ons get adopted by t he staff and
put forth as a proposed rule, there will be parall el
rul emaki ng or parall el rul e devel opnent anong the -- for
t he suggested state regul ati ons that will be out and

available to the states along with that in that tine

frame.

DR. NAG | thinktoberealisticit's going
to be at |l east two or three years. | nean, nothing
happens i n one year. | nean as a m ninum all that we
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tal ked about realistically ook at two or three years.

DR. WLLIAMSON: So | think if there's a
concern wth nuclear medicine, since that's
uncontroversial, nore or | ess, that coul d be exenpt ed,
but | dothinkinthetherapy area, why propagate this
error unnecessarily?

CHAI RMAN CERQUEI RA: Ni ki ?

DR AYERS:. Well, | would point out it isn't
as sinple as keeping the old training or Board
certificationtraining experiencerequirenent. If you
keep those, they will nowrefer to sections that no
| onger exist.

MS. McBURNEY: That's right.

DR. AYERS: You're goingto create areal
probl em

CHAI RMAN CERQUEI RA: Ni Ki .

MS. HOBSON: Yeah, |' mjust wonderi ng what
t he practical inpact on patientsthat thisis goingto
have. Now, | mean, just sort of visualize. You know,
we're stringingthis out over two or three years. Wll,
peopl e are goi ng to change jobs. They're goingto die.
They'regoingtoretire. Arewe goingtobeleft with
enough people out there to provide, you know, these
essential services?

I think that the holes will just get bigger
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and bi gger, you know, unl ess we do sonet hi ng t o ki nd of
plug the gap until we can get the new rule.

CHAl RVAN CERQUEI RA: Richard, andthenlet's
go back to Jeff's noti on because if we're goi ngto get
out of here on time, we'll have to.

DR VETTER Inresponseto N ki's conment,
| thinkthe greatest i npact woul d be on alicensee who
needs to hire a newRSO, and that newRSQO, if they aren't
an RSO on sone other |icense, they have to becone
approved as an RSO, becone qualified under the newrul es,
andif they' re Board certifiedor not, they are goingto
have t o go t hrough t he process of filling out all of the
paper work and so forth.

Sothelicenseeineffect would hire anew
RSO who cannot be approved onthe license until they've
gone through that entire process. It's goingto be a
problem for |icensees.

DR. AYERS: Yea, | don't think it bars
peopl e, but it's a process issue, and the alternate
process is nore |lengthy than --

CHAlI RVAN CERQUEI RA:  Jeff, coul d you restate
your notion?

DR. WLLI AMSON: Yeah. My notion was t hat
the ACMJI recomend to the Comm ssion that the
i npl ement ati on dates of newPart 35 be staggered so as to
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del ay the i npl enentation of training and experience
sections for authorized nucl ear pharnaci sts, authorized
user/radi ati on oncol ogi st, aut hori zed nedi cal physi ci st,

nd radi ation safety officer until suchtine as arevised
rul emaki ng can be conpleted to rectify the problem

CHAI RVAN CERQUEI RA: Now, | think sone
peopl e had some i ssues with that just interns of, you
know, the staggered inplenentation.

DR. W LLI AMSON: Well, | think it's
i mportant to -- you know, the nessage is come up with
sone adm ni strative strategytotrytoretainthe old
systemuntil --

CHAI RMVAN CERQUEI RA:  So could we make --

DR. WLLIAMSON: -- the rule can be fixed
and --

CHAI RMAN CERQUEI RA:  -- the notion sort of
nmor e general rather thantrying to give thema specific
solution for it?

DR. WLLI AMSON: Okay. |'Il rephrase it
t hen. The ACMJl reconmmends t hat t he Comm ssion retain
the old training and experience requirenments for
aut hori zed nucl ear pharnmaci st, authorized user of 35-600
mat eri al s, authorized nedi cal physicist and radi ati on
safety officer until suchtineas arulemakinginitiative
can be inplenented to rectify the probl emof training and
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experience requirenents.

CHAI RMAN CERQUEI RA: Can we get coment s
frompeopl e t hat woul d have probl ens voti ng positive for
t hat ?

MS. McBURNEY: | think I still think that
you' re goi ng to have probl ens i n doi ng t hat as Bob Ayers
menti oned, referencing parts that don't exi st anynore.
The requirenents for diagnostic authorized user are
actually going down, | believe, on the nunber --

MR. HI CKEY: Yeabh.

M5. McBURNEY: -- of hours of training, and
you - -

DR. W LLI AMSON: But that's excluded from
this.

MS. McBURNEY: Let nme finish.

And the -- no, it's not excluded.

DR. WLLIAMSON: | just excludedit in ny
noti on.

MS. McBURNEY: | didn't hear that.

DR. W LLI AMSON: Well, | focused, just to

repeat it, for authorized nucl ear pharnaci st, authori zed
medi cal physicist, authorized user in 35-600, and
radi ation safety officer. That's the scope of ny noti on.

M5. McBURNEY: Andit's goingtoleave sone
doubt and confusi on anong t he states as to what rul es
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need t o be i npl enent ed, and i n maki ng t hei r rul emaki ng,
dothey usetheoldcriteriaor the newcriteria, and so
forth?

DR. VETTER: The NRCis going to do what
they havetodotoinplenent the newrule. | would vote
infavor of this notionto sendthe nessage, and they're
going to do what they have to do.

DR. WLLIAMSON: | thinkthe basi c nessage
i s think outsidethe box and seeif you can come upwith
sonme way and sol ve al | of these adm ni strative probl ens
t hat Ruth and Bob have nenti oned.

CHAI RMAN CERQUEI RA:  But i f you nmake t hat
nmotion without putting in specifics and del aying the
i mpl ement ati on of portions of it, whichl think are going
to be controversial, | think that will send themthe
nmessage.

And | think we al so agree that maybe Ri chard
and | shoul d call Conm ssi oner Meserve and talk to himto
see what other options are avail abl e.

DR. WLLI AMSON: 1| think, you know, we're
not the |l egal experts. It'stheir jobto figure out how
to do this.

CHAI RMAN CERQUEI RA: Ri ght .

DR. AYERS: | woul d conment | think you're
addressing the wong issuetherew ththe training and
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experience requirenent. It's the Board recognition
that's the i ssue, and if the Boards had to be vetted
agai nst the existing requirenments, | think they'd have
t he same problem

DR. WLLI AMSON: Well, that's correct, and
sothat's why | saidleaveit. Right nowthe existing
trai ni ng and experi ence requi renents don't create that
dilemma. That's why | phrase the notion --

DR. AYERS: Nor do the newones. It's the
recognition process that's the problem

DR. W LLI AMSON: But the old regul ati ons
don't require a recognition process. That's why the
dilemm is not raised. |It's avoided by my notion.

CHAI RVAN CERQUEI RA: Wl |, the NRCand this
Committee because we had a lot of input into it.

So state your notion again, Jeff.

DR WLLI AMSON: Ckay. The ACMJ reconmends
that the Comm ssion retain the existing training and
experience requirements for authorized nuclear
phar maci st, aut hori zed medi cal physi cist, authorized user
of 35-600 nodalities, and radi ation safety officer until
suchtineas arulemakinginitiative can be conpletedto
rectify the problemof recognition of the Boards as
pat hways for achieving this status.

CHAI RVAN CERQUEI RA: W shoul d pr obabl y get
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a second on this new notion.
DR. DI AMOND: "1l second that.

CHAI RVAN CERQUEI RA:  Any furt her di scussi on,

which | hope -- okay. So we should vote.
Al in favor of Jeff's notion?
Opposed?

Okay, and you abstain? Okay.

Yes.

MR LIETG Dr. Cerqueira, are you and Di ck
still going to plan on conversing with the Chairmn?

CHAI RMAN CERQUEI RA: | woul d | eave t hat up
tothe Commttee. If the Coomittee feels that woul d be
appropriate and hel pful, okay.

DR. W LLI AMSON: I think you shoul d.

CHAI RMAN CERQUEI RA:  Okay. Now okay. We
can do that.

Al right. Bob, thank you.

Al right, John. So |I guess we've got
actually threeitens left. The update on the newl VB
devi ces undergoing current review, security of
radi oactive materials by Cathy Haney.

Has Cat hy been i n t he audi ence? She's been
her in all of this.

MR. HI CKEY: Could | request that we have
Cat hy Haney go next since she's on atight schedul e and
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CHAI RMAN CERQUEI RA:  Sure.

MR. H CKEY: -- I'mgoingto be here for the
remai nder of the neeting?

CHAI RVAN CERQUEI RA: Sure. FCSS, SSSB.
What does that stand for?

MS. HANEY: It stands for Fuel Cycle Safety
and Saf eguards, and t he Saf ety and Saf eguard Support
Br anch.

(Laughter.)

MS. HANEY: And then | can tell you about
t he next tier down, which are the sections, but | think
that's probably good enough.

CHAI RMAN CERQUEI RA: Okay. Well, that's
god, Cathy. Welcone back.

MS. HANEY: It's a long way from the
Di vision of Industrial and Nuclear Material Safety.

PARTI Cl PANT: Actually, do you have an
over head?

MS. HANEY: Yeah, and 1| think ny
presentationw || be alot | ess controversial thanthe
| ast ten m nutes that | just heard. So you all can sit
back and enjoy for a few m nutes.

DR. WLLI AVSON: Sort of |ike ol d days, huh?

MS. HANEY: Sort of |ike old days, right.
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DR. DI AMOND: You' ve never been

controversi al .

MS. HANEY: No, never, never. |t was so
nicetobesitting onthat sideinstead of upthere where
John usual ly sits.

What | want to talk to you about today is
nostly thisisjust aninformational presentation, and
it's mybe alittle bit of a look into the future of
wher e t he nedi cal and the ot her naterial s |icensees may
be in two to three years.

Sothisis|'mjust kindof planting a seed,
and al so just since you are representatives of NRC, if
peopl e know, you know, that you' re on the Advisory
Comm ttee and t hey say, you know, "Wat's NRC doi ng about
security at the nucl ear power plants?" it will give you
alittlebit of -- acouple of tidbits of information so
that you all can answer that question.

| have along list of things totalk about,
but it reallywill not take ne that long. | just want to
poi nt out what the NRCmi ssionis, and you're sousedto
heari ng about safety aspects, as | was when | was inthe
ot her division, and nowthat I' min Fuel Cycle, it's all

of a sudden thereis another sideto NRC, and that's t he

saf equard side. So we'll touch on that for a second.

Just reviewsone of the security regul ations
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and sone of the aspects of a security program and what
" mgoingtoreally betalking about is com ng fromthe
react or worl d, but when you sit back and | ook at t hem
they apply to all of your facilities when you | ook at
security and safeguards as an overall issue.

"1l tell you about what we didimediately
foll owi ng Septenber 11t h, and what we' ve done, sone | ong-
termactions, and then tal k about where we're goi ng from
there, and then just touchreal briefly onwhat are the
inplications for this Commttee, andintw years what
will | betalkingwthyouabout, and1'Ill be back inthe
controversial seat. So that's why I'mstarting now.

So as far as the NRC ni ssi on goes, | think
everyone realizes that it's to protect the public and
pronote, but once you get beyond that first |ine, people
arenot as famliar with that second |line, whichis we
really do have aroleinpronotingthe comon def ense and
security aspects of use of byproduct source and speci al
nuclear material. So it is much larger than just a
saf ety and worryi ng about public dose and occupati onal
dose.

I f you |l ook at the regul ati on of security
aspects, it's very simlar to what you see with the
saf ety aspects. First, we're regulating through a
licensing. There is inspection and oversight.
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Now, i nyour particul ar hospital settings or
uni versity settings, about the only regul ation that
you'regoingtolooktois Part 20, Section 1802 that has
todowithsecurity of material, whichisalittle short,
two or three liner in 10 CFR

When you get into sonme of the I|arger
facilities, you' re | ooking at whol e sections of 10 CFR
and | don't see you goingthere. So don't get pani cked
t hi nki ng, "Okay. She's really setting ne up for two
years." I'mreally not.

But we occasionally do rul emaking in the
security area. |If we were going to change regul ati ons
withregardsto-- 1 nmean, if we were goi ng to change our
post ur e about security of Iicensed material, we woul d be
| ooking to possibly rul emaki ng.

Thereis alot of research that goes onin
this area, especially post 9/11. Qur researchinthe
security aspect has also increased, as well as our
i ntergovernmental coordination.

| mean, we always inthis area had a | ot of
coordinationwiththe FBI, with Cl Aas far as | ooki ng at
intelligenceinformationthat was com ng through, but now
withthe Ofice of Honel and Security, that's increased
drastically.

We have al so reached out to a | ot of the
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other intelligence comunities, workingclosely with., W
are tal ki ng about possibly putting sone staff a coupl e of
hours a week down at the FBI buil di ng and | ong t er mnaybe
even down at the ClA.

So we are | ooking at really doing sone
outreach with the ot her governnent users, and what we're
| ooking at thisisreally froma national infrastructure
st andpoi nt. The governnent as a whol e i s deci di ng what
areatoput their resourcesintoto protect. There needs
to be sone hierarchy of identifying what are t he key
infrastructures that needto be protected, andthat's
really -- NRCis playinginthat area. Sol want youto
know that we are particularly involved in that.

If you're looking at a safeguards and
security program there are a coupl e of key terns t hat
you need to | ook at, and | ' mnot going to go t hrough al |
of this in depth, but the first one that | want to
mention is design basis threat.

And the reason | want to nentionthis to you
isthisis sonmethingthat we will be consideringrelative
tolarger material |icensees, and basical | y what a desi gn
basis threat isisidentifyingthe key conponents that we
want afacility to protect agai nst, and t hen once t he NRC
woul d identify those, this is turned over to the
i censees, and then the |icensees devel op a security
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protocol for doing it.

Typically it's adenial strategy, whichis
basically keep the bad guys on the other side of the
fence. So it's sonmething very sinple.

We are doingatopto bottomrevi ewof our
security program the saf eguards program |'Il get into
that inafewnore m nutes, but one of the things that
we'll be looking at is the design basis threat and
whet her what we currently have shoul d be changed in |i ght
of the hei ghtened threat environnent and al so who shoul d
t he design basis threat apply to.

Right nowit really only appliestoreactors
and to our very large fuel cyclefacilities. Soit's a
very smal | popul ati on. But shoul d certai n aspects of
t hat desi gn basis threat apply to a hospital, applytoa
uni versity?

And i f you' re thinking, "Ckay. That sounds
great, Cathy, but what does t hat nean real worl d?" you
know, when you take it downto the hospital setting, |
mean, nmaybe that's putting up sonme extra vehicle barriers
to keeplike atruck fromapproachingthe facility very
close. It's just | ooking at your physical | ayout to see
if there are any changes that would need to be made.

When you' re | ooki ng at security prograns,
it'sreally brokenintothree areas. One is physical
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security. Second is personnel security, and then
information security.

There's been alot recently on the lnternet
about the information security, andthis hastodowth
vul nerabi lity of access to nodens and your comuni cati ons
systenms, and | ' msure individuals at your facilities are
really | ooking at this already, but again, it does go
beyond j ust a nucl ear envi ronnment when you get into the
information security.

And then we talked alittle bit about the
NRC oversi ght program already, that it is in a way
simlar to what you're famliar wth.

And the | ast itemis security |l evels, which
i's probably somet hing that you have not heard before
nostly because it hasn't applied. And again, |I'mnot
surethat | wouldif | was goingtocrystal ball it say
that it woul d apply to you, but let netell youalittle
bit about them

Ri ght now NRC has three security | evel s.
| medi ately followingtheterrorist attacks, we went to
our hi ghest security |l evel for our |licensees, whichis a
Level 3, and this has the licensees i ncrease security at
their site and make changes to really all of their
physi cal security, their background checks on personnel,
as well as their information security.
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There's an ef fort underway at the gover nnent
| evel to take all of the different threat |evels or
security |l evel s that each agency has and go to sone type
of uniformlevel. This is an effort that's underway
under the O fice of Honel and Security. And as aresult
of that, you know, when one agency says we're at one
| evel, the other agencies are at simlar |evels.

Sotherewill benmoretocomeonthat. It's
just intheinitial stages at this point, but just be
aware that there are different security | evel s that NRC
does have now for some of its facilities.

I think what |1'mgoing to do is skip over
t he next couple of slides so that | can keep you on

schedul e here. 1've been responsi bl e for keepi ng you

| ate before. So | don't want to be responsi bl e today.

Let nme tell you what NRC di d i nmedi ately
follow ng the attacks. The first thingis we activated
our Energency Operations Center, and t hat was acti vated
within a couple of m nutes, and we went to 24 hour
staffing on that particul ar area.

We had our executive team which is a
representative fromeach one of the officesinNRC |ike
the OFfice of Nucl ear Materi al Saf ety and Saf eguar ds;
Marty was there, whichis our Director; Ofice of Nucl ear
Reactor Regul ation had their office director there; and
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t he Chai rman of the NRCwas al so there. And we staffed
that for 24 hours.

Qur first step was to issue a threat
advi sory, which took all of our licensees to their
hi ghest security |l evel, and then subsequently we've
i ssued updates to those threat advisories. | think all
total we' ve probably issuedinthe 20 to 30 type of range
of advisories, and for various reasons.

If we saw a change in the threat
envi ronnent, we woul d informlicensees or if there were
certain actions we wanted | i censees to take, we woul d
i ssue an advi sory. And nost of the advi sories went to
t he power reactors.

There were sonme -- | think there was one
advi sory that went toall materials |icensees. There
were sonme where we went to just the |large materi al
| i censees, those with enmergency pl ans. But these were
typically thelicensees that al ready had a very for nal
security programin place where we t hought that they
shoul d nmake sone changes in that particular item

If wththelarger |icensees we di d contact
t hemand di scuss what actions t hey had t aken i n response
to the advi sori es, we nmai nt ai ned constant cover age of
monitoringtheintelligencetraffictoseeif there was
anyt hi ng changi ng that we needed to know about and
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whet her we needed to i ncrease or decrease security at our
sites, if there was a specific threat agai nst any of our
reactors.

W al so coordinated with the states, and we
di d have soneone down at the FBI's what's referred to as
SIOC, whichisthe Strategic and I nfornmation Cperations
Center. And then |'msure when you cane i ntoday you saw
adifferent security systemthan you had previ ously seen
here. So, | mean, even in house we increased our
security.

Post 9/11, and this is where we start to
| ook at where will we be goi ng fromhere, and you guys,
sone effects on your particular |icensees. W were
| ooki ng at augnenting licensee's capabilities, andthis
i s recogni zing that pre-9/11 there was a certainthreat
envi ronnment that our |icensees were expected to protect
agai nst, but then post 9/11, we did want themto i ncrease
that security.

So we're taking it up a notch or two or
three or four, dependi ng upon who you ask, but we are
increasinglicensee security requirenents to what the
Comm ssi on believes is prudent inlight of the current
t hreat environment.

V¢ al so have coordi nated federal assets with
ot her governnment agencies. Two are noted up there. One
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i s the Coast Guard and t he Conbat Air Patrol. Depending

upon what action we were taking, if it was gathering
information fromthese other agencies or providing
informati on fromour sites tothese ot her agenci es, we
wer e doi ng significant outreach to the other federal
agenci es.

|"ve nmentioned that we are doingatopto
bottomrevi ew of the saf eguards program and this is
sonet hing that is very nuch -- nost of the work will be
done infiscal year '02. There is sonethat extends out
into'03, andthenthere'saverylittlebit that goes
into ' 04, but the thought is that the majority of the
work will be done this year and next year.

There are a couple of things that we're
| ooking at, is |ooking at that design basis threat to
deci de i f any changes need to be nade to that. W're
| ooki ng at vul nerability assessnents at the sites where
we're actually going out to sonme sites or having
contractors goout tosites and | ook at the particul ar
sites and | ook for what are the vulnerabilities, and
gi ven the increased threat environnment, do adversaries
have better access tothosesitestypicallyreferredto
as critical target areas? And are there any -- we have
not gotten down at this point tol ookingat your smal |
hospitals. Themajority of thewirkisinthereactor
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area in the fuel cycle arena.

We may be | ooking down into sonme of the
| argeirradiators, and again, the focusis onrisk. Wat
ri sks dothe specific facilities pose, recogni zi ng that
fromt he st andpoi nt of the nmedical facilities, you' ve
been conplying with 20. 1801, | ooking at security of
material all along. Sowththe hope that you woul d j ust
keep doi ng what you're doi ng and consi der any of the
i ncreased threat environnment if thereis anythingthat
you woul d need to make changes.

There may be possibilities for | egislative
changes in this particular area. There are several
Congressnen that are very i nterested i n what NRC does.
Soit's possiblelongtermyou coul d see sone changes i n
t hat area.

Al so, therew || be some changes, | believe,
intheinteragency coordi nation aspects, again, just
trying to work together. W're all trying to work
t oget her as one federal governnent to cone up with a
position that woul d be uni formbetween the different
gover nment agenci es.

As far as what's going on in the threat
wor | d, because if youlistento CNN, you hear a | ot about
it, hopefully we'dIliketo hear about it beforeit hits

CNN, and that usually works.
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There' s one case where | was driving home
fromwor k and heard sonething on CNN. It was | i ke when
| left work everything was fine, and an hour | ater what
am | hearing on the public radio?

Once 9/11 hit, we asked all of thesitesto
report suspicious activities to us, and to be quite
honest, we had hundreds of reports in, and sone of them
were fly-overs where you' d have snal | pl anes fl yi ng over
the reactor sites at very | owl evel s, caused sone concern
because there real |l y was no reason for the pl anes to be
down that | ow.

You know, when you go back and | ook at t hem
you know, they coul d not track where the airpl ane cane
from So it makes you wonder as to what's goi ng on.

Al ot of strange people. It's amazingthe
nunber of people that feel it necessary to take pictures
of nucl ear power plants.

(Laughter.)

MS. HANEY: So nowt hose peopl e have f ound
it into our dat abase of the nunber of i ncidents inthat
particul ar area.

When we got an unusual case, it was
typically reportedtolocal FBI, and | ocal FBI woul d go
out and investigate it if it was sonething that was
deened crossed a t hreshol d of this seens awf ul strange;
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maybe we should | ook at it.

And obvi ously, there were sone di fferences
on sone of the risks that were posed. | think there was
one case wher e we had sonmeone bei ng i nt ervi ewed by | ocal
FBI that was just two tourists that happened to want to
be taki ng a picture of the | ake and t hen on t he ot her --
they didn't realize that onthe other side of thel ake
was t he nucl ear power plant. Sothere were, you know,
things |ike that.

But i nsonme of the fly-overs, it ledyouto
be a little bit nmore concerned about what was going on.
All right. Flip this one.

Okay. Surveill ance and pl anni ng, and t he
reason that we | ooked intothis particul ar area was t hat,
you know, it's obvious that the Sept enber 11th attacks
did not just occur, and there have been nulti-year
surveillance goingon, andthisiswhyit'sinportant in
your facilitiesto-- you know, the constant attention
t hat you do pay to security because i f sonmethingis going
t o happen, it's usually not just, you know, | decidedto
do sonet hi ng wong today. It's sonethingthat soneone
may have been thinking about for a while.

And | ooki ng at different systens that you

can have in place with regards to this surveillance

i nformation coll ection, just sensitizing peopleinthe
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departnents to be aware of any unusual activities.

Your security systemchal | enges, | mean, you
have security systens i nthe hospitals for reasons beyond
t he radi oactive materials, but again, maki ng sure that in
your particul ar departnents that you are i nvolved in
deci sions nade withregardtothis security because it
does have inplications for the radi oactive material.

This insider infiltration sounds awf ul
serious inthe areawhere you are, inthe reactor areas,
the fuel cyclefacilities. It is abigconcern, but to
bring this down into, you know, the world of the
uni versity and the hospital, thisis the m suse of the
radi oactive material where you' re, you know, puttingin
soneone else's food or sonmething |like that.

I nmean, we' ve had i nci dences over t he year.
soit really does apply, and | think what |'mtryingto
say is, well, you know, nost of this program security
and saf eguar ds programis set for the power plants and
the fuel cycle facilities. It really does have
inmplicationsintothe university setting andthe hospital
setting.

Okay, and thenthe | ast oneis really what
are the possibleinplications for the material |icensees.
VWhat will | be back here tal king to you about in two
years?
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And t hese are iy crystal ball, | guess, if
you want to refer to it that way. One is the
vul nerability anal yses.

As | said, right now we're really not
focused down i nto the university or into the hospital
setting, your small community hospital setting.

It's possible that long termthat we do
start looking a little bit closer at what are the
vul nerabilities at the hospitals, and when we woul d
approach it froma hospital setting, we'd start wwththe
hi gher risk sources as conpared to your community
hospital that's only doing 35, 100, and 35, 200.

There may be sone st atenents t hat cone out
fromNRC with regards to i ncreasi ng security at your
sites. We have proposed what we've called interim
conpensatory neasures for the larger licensees, andit's
possi bl e that | ong termthat we nmay be proposi ng sone
security neasures that would be at hospitals.

Again, you're not on the top of the |i st
ri ght now, but longterm you know, we woul d be | ooki ng
at these areas.

And t hen as we do go on and nmake changes i n
our saf eguards and security regul ations, there may be
sone of those changes that woul d af fect your facilities,
and t hat woul d be sonet hi ng t hat we woul d be com ng back
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to talk to you about.

So as | said, these are | ong-termchanges.
Obvi ously when we are doing this top to bottomrevi ew of
t he saf eguards and security prograns, we're thinking of
all licensees. Soyou' renot |ost; you re not forgotten.

We are using a risk approach, the | arger
i censees, higher risk|licensees first, but recognizing
t hat sone of the changes t hat cone out of those prograns
could have inplications to the nedical setting.

So that is the quick overviewof the safety
and saf eguar ds and what NRC has done post 9/11. |'d be
happy to answer any questions, just not about Part

(Laughter.)

MS. HANEY: | had to get that in, Jeff.

DR. VETTER: W ki nd of | aughed when you
ment i oned peopl e t aki ng pi ctures of nucl ear power pl ants,
but we' ve had peopl e t aki ng pi cture of our oxygen supply
at our hospital, of our own nuclear -- not nuclear. I'm
sorry -- our own power plant. W have two, one for our
clinic, one for our hospital. And so we're getting a
littlebit -- sone of these have been i nvestigated by t he
| ocal | awenforcenment, and you know, it's i nnocent enough
just like you' ve nentioned. Neverthel ess, you can't help
but get a little bit paranoid.

And t hen because of ny own naivete, |'ve
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| earned today t hat the | ocati on of where we store our
br achyt her apy sour ces and our nucl ear medi ci ne generators
and all of that is on ADAMS. It'stherefor theworldto
see, and | didn't know that because our information
securityissotight | can't get to ADAMS. | can't get
throughthefirewall. | can get E-mail, you know, and
all of that. You can get out, but whenit conestineto
getting back in, our firewall is so secure | haven't been
able to go up to ADAMS.

I ' mgoi ng to work on an al t er nat e pat hway,
but what I'mreally getting at is| hopel' mnot t he nost
nai ve RSOinthe world. | would submt that nost RSOs
don't knowthat the |l ocation for the storage of their
radi oactive materials is on ADAMS.

I f they did know, they might thinkalittle
differently about the security of their area. Andin
fact, if | knewthat inny last |icensereapplication,
br oad scope | i cense application, whichweturnedinin
Decenmber, | m ght not have furni shed roomdi agrans. |
woul d have chal | enged the NRC to have Enf orcenent or
Li censi ng conme out and | ook at it rather than gi ve you a
room di agram showi ng the | ocati on.

I"mjust alittle concerned about that, and
the challenge I would have for you is, or the NRC,
whonever, istonotify radiationsafety officersthat, in
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fact, all of thisinformationis on ADAMSi n case t hey
didn't know about it, and you know, they may want to
hei ght en t hei r own awar eness of security i ssues because
of that.

M5. HANEY: Well, | think that's a good
point. Early on NRC took down its Web site conpletely].

DR. VETTER: But they didn't take down
ADAMS, did they?

MS. HANEY: Well, there were a coupl e of
days where it was down. Everything was down. You
coul dn't access anyt hi ng on NRC because of just sone
concerns about what information was on there.

Bit by bit the Web site has gone back up,
but I think you're correct about the ADAMS i ssue, and
t hat woul d be onething. | will take that chall enge, and
| guess as you'reinteracting w th your associ ates, you
know, al so to nake t hemawar e because that's a good way
of gettingthe word out, sonmeti nes better than what NRC
i s doing.

And | think it is goodtothink about what
information you are sendingintoNRC, andit'stineto
guestion it because, you know, i nformati on that we di dn't
used to worry about pre 9/11 com ng into the agency, and

t hen t he aspect of NRCtryingto share the information

with the public, to be open. Things have changed, and I
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think you raise a very valid point.

MS. WAGNER SCHWARZ: Cathy, is there sone
way that that portion of theinformation can be w thdrawn
and not -- | nmean, because of security reasons, not nade
avai |l abl e?

MS. HANEY: We can look intoit. | would
say it certainlyis avalidconcern. There are ways t hat

you can take information out of ADAMS, such as that.

So |l nean, I'll take that as an actionitem
for John.

(Laughter.)

MS. HANEY: John's over there saying you
like that. You just vote me on that one.

But | thinkit's sonethingthat we probably
shoul d | ook into and consider.

CHAI RMAN CERQUEI RA: Davi d.

DR. DI AMOND: Cat hy, thank you very much.
I f menory serves, | think ' mthe one t hat suggest ed t hat
we have this little briefing, and| foundit very, very
i nformative.

| would liketoecho what Di ck said, which
isthat certainly we're not the highest risklicensees,
but at some point it would be useful to send out sone
gener al nmenorandumto t he hospital based | i censees j ust
togently rem nd themregarding theinportance of these
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i ssues.

My question is wthout giving us any
i nf ormati on whi ch woul d make you unconf ort abl e, j ust
stemm ng fromsone di scussi ons we had earlier today with
Dr. Frant, has there been any concerninthe gover nnent
of prior crediblethreats about fol ks, bad fol ks, trying
to avoidthese very highrisk targets and startingto
|l ook into these dirty bonb issues or dispersal of
radi oactive materials, such as Iridium92 or cobalt?

Canyoutell usif that's been acredible
concern or is it just our paranoia reaching down?

MS. HANEY: Well, | guess for as nuch as |
can say, | guess thereis aconcern obviously | ooki ng at

t he Washi ngt on Post and t he Washi ngton Ti nes. Ther e have

been nunerous articl es about dirty bonbs, and | ' msure in
your | ocal newspapers you' ve seen sone, and there's been
sonme reporting.

Sol think it's fair to say that it is a
concern and sonet hi ng t hat peopl e are | ooki ng at. Beyond
that 1' mnot sure | can gi ve you nmuch nore i nformati on on
t hat .

CHAI RMAN CERQUEI RA:  Rut h.

MS. McBURNEY: GCetting back to Richard's
comrents and the fact that |icense information is on
ADAMS, in our state once we send out our security
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advi sories to our major |icensees, we had sone calls from
one of the nmaj or manufacturers therein the state who was
concerned that the | ocation of their radi oactive materi al

was avail abl e under open records.

We don't have t hat sane i nformati on on our
Web site, but | did assure himthat we are | ooki ng at
whoever. We take the names and so forth of peopl e who
conme into look at files and have been a little nore
aware of who's |ooking at what in that case.

CHAI RMAN CERQUEI RA: Ri chard.

DR. VETTER Cathy, | wanted to al so t hank
you for being here. This has been very, very
enl i ghtening. You saidyoudidn't have nuch to offer
hospitalsrelativetovulnerabilities, but of course, the
obvi ous one is the roomexists; the storage facilities
exi st. Hopefully they've all got the door | ocked.

But we're from especially inthe hospital
envi ronnent, froma val ue systemthat we findit very
difficult tothinklikeaterrorist, andsoif inyour
studies of this issue, if you have cone up wth
vul nerabilities that could, in fact, be appliedto a
hospital environnent, | think it would be really
worthwhile to share that with us.

MS. HANEY: And | think that's thelong-term
i ntent that we woul d be doing that. Cbviouslyif we had
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reason to believe that there was a threat against a
hospi tal, we woul d make t he hospital aware of it, and it
woul d not be a delay, you know, factor.

What our tendency has been, we have the
routine reviewof theintelligencetraffic, andif a
facility by name were to come across or even by cat egory,
we woul d notify that category.

But beyond that, you're right. As we
identify vulnerabilities at different sites, there are
sone itens that are coonmon to the hospital setting, and
we woul d certainly share that with you.

And what we are | ooking at al so i s going
beyond. Qbviously our focus is the radiation aspect of
the material, but at some of our sites, there are certain
chem cal hazards t hat NRC does get into the oversi ght
with because it is inherent to the processing of the
radi oactive materi al .

So we ar e | ooki ng even broader than just the
radi oactive material aspect.

CHAI RMAN CERQUEI RA: O her questions for
Cat hy?

If not, 1'd like to thank her for com ng
back to the ACMUI.

MS. HANEY: You're welcone. It's always a
delight. | like com ng back here.
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DR. DIAMOND: We miss you.

MS. HANEY: | m ss you guys, too. | really
-- and | wanted to cone to the Comm ssion neeting
yesterday. | hadit onny calendar, and | couldn't get
down there. Sol felt better because | thought |I'd get
to conme down and say hi today. Sol'll see you all when
you conme back.

DR. DI AMOND: Maybe we can get you back for
t he next round of rul emaking.

MS5. HANEY: | don't know.

(Laughter.)

MS. HANEY: |Is that what | want? You need

me back? Okay. Well, they'll just transfer me downt he
hal | way. Actually all I amis around the hallway. So
they'll send nme back around. So whatever | can do,

pl ease | et me know, and take care.
CHAI RMAN CERQUEI RA:  Agai n, thank you.
We have several itens onthe agenda. People
wantedtotry toend by three o' clock. Sowe may try to

keep sone of these brief rather than in detail, but

obviously if there's need for discussion we'll do so.

John, do you want to update us on the new
| VB devi ces?
MR. HICKEY: Yes. | wll be brief.

First of all, | want to say that in
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| i censi ng and provi di ng gui dance on | VB, intravascul ar
brachyt herapy devices, the Committee has provided
i nval uabl e advi ce and suggesti ons, and our approach has
reflected that advice, and we think it has hel d up very
wel | .

A coupl e of areas, for exanple, was i nh one
of the questi ons was use of the procedures i n ways t hat
wer e not specifically revi ewed by FDA when FDA gr ant ed
approval of the devices.

Anot her exanpl e i s the physical presence
i ssue and who shoul d be physically present duringthe
procedure. W think the approach we' ve used has hel d up
well. W' ve gotten sone questions clarifying, you know,
do you really nean an authorized user is actually
supervi sing the use of the material, and we woul d say,
yes, we really do nean that.

But we t hi nk t he approach has hel d up very
well and will continue to hold up for things that may
coneinthe future. | don't think we're goingto haveto
cone back tothe Conm ttee for sone things that we, you
know, didn't anticipateintheseinitial approaches,
al t hough, you know, you never know what we may need t o
come back to the Commttee for.

As far as future devi ces, there are a coupl e
it's our understandingareintrials, but we don't think
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they will raise newissues. They still will usesolid
material is nmy understanding. It m ght be a coded
(phonetic) source rather than a seal ed source, but the
technology | don't think will pose any newi ssues t hat we
haven't di scussed, but if they do, we can cone back to
the comm ttee.

There has been tal k of -- | shouldn't say
just tal k. There have been proposal s and pr ot ot ypes of
i qui ds and gas, but | think those are farther away, is
our sense, but that is always a possibility. | don't
think they will raiseissuesthat aren't covered by t he
exi sting guidance and positions we've taken.

So that's basically a sunmary. 1| think so
far we have a success story on |VB.

CHAI RVAN CERQUEI RA:  We have a nunber of
approved devi ces. Howmany newdevi ces are currently
under FDA revi ew?

MR HI CKEY: Well, oneis acoded material,
but it's still basically a seal ed source. Another is a
hi gh dose rate type source that coul d be usedin | arge
vessel s, using a seal ed source.

Ther e have been ot her di scussi ons of |i quids
and gas, but | think alot of those have been dropped,
but there may be ot her ones out there that |I' mjust not
awar e of because they're farther down the road. They're
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farther on the way.

DR. DI AMOND: | was just goingtoclarify
the point. Oneisawrefoil whichisradioactive. So
a kind of variation on the thenme of a solid source.

The second one i s an extant source designin
whi ch t he delivery systemis nodifiedinavery clever
way so as to change the depth dose characteristics.
That's the one that's addressing the |arger vessels.

DR. NAG 1'd be interested in that. |
woul d | i ke to just make a coupl e of comments, if | can
have the I|ine.

Now, I think when i ntravascul ar
brachyt herapy cane in, it was but in a separate technical
ener gi ng t echnol ogy because brachyt herapy was used as a
basis for intervention in devel opi ng for cancer and
requi red di fferent consideration, and they used di fferent
t echnol ogy.

But | think we have to reexam ne those
i ssues because it's true that brachytherapy is normally
used for treatment of cancer, but brachyt herapy has been
used for many years for prevention of non-cancer things
Iike halite (phonetic), iridium and they have t he sane
radi ati on safety requirenment as that for cancer
brachyt her apy.

So, you know, the first argunment about
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pl aci ng brachyt herapy i n a separ at e cat egory, you know,
doesn't hol d.

Through the nmedical consideration for
interventional brachytherapy is different from
brachyt herapy at other sites, but here are nedical
consi derations at individual sites, |like brain. Wenwe
started doing brain, we had entirely different
consi derations. Wen we went to prostate, we had
different considerations. Eye had different
consi derations, and the speci alists fromthese vari ous
sites worked i n conjunctionw th the authorized user to
i npl ant radi oactive source at these sites.

So howis that different froma cardi ol ogi st
wor ki ng i n avessel, working wi th an authorized user? |f
the radiation safety issues in interventiona
brachytherapy are different from the regular
brachyt herapy for cancer, the sane regul ati on shoul d
apply. So why have a separate category for
i nterventional brachyt herapy and a separ at e energi ng
under 1, 0007

The other thing 1is interventional
brachyt herapy uses separate technol ogy from cancer
brachyt herapy. Again, that's not true because for each
type of interventional brachytherapy you have in
conventional brachytherapy and will give you sone
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exanpl es.

And the radiation safety issues --

CHAI RMAN CERQUEI RA:  Subi r, again, | don't
meanto -- this was sort of added to t he agenda, and j ust
for the sake of tine --

DR. NAG | just have ny recomrendati on for
t hat .

CHAI RMVAN CERQUEI RA:  Ckay.

DR. NAG And therefore, | think -- but
these are inportant -- ny recommendationistoelimnate
t he speci al consi deration of intravascul ar brachyt her apy
as an enmerging technology and place equally
interventional brachytherapy in the correspondi ng
brachyt herapy category, and all the radi ati on safety
regul atory requi rements as needed f or ot her brachyt herapy
procedures shoul d apply for interventional brachytherapy
and that will give you these exanples.

Under t he gui del i nes you have r enot e HDR,
the Cordi s, the sane as your manual iridium Novosteis
t he sane as your strontiumeye brachytherapy. A new
i quid Radi ance i s the sane as your gliacyte whichis
bei ng used for brain tunors.

And the other thing is many of these new
t echnol ogi es that are bei ng devel oped for brachyt her apy
for interventional brachytherapy is al so being applied
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for cancer brachytherapy, |i ke the beta HDR devel opnent
gui dance i s being mul tipliedand used for intral um nal
HDR f or biliary and esophagus. The check devel oped for
i nterventional brachyt herapy has been used for bronchi al
radi ati on.

So it doesn't nmke any sense to have a
different regulatory guideline for interventional
brachyt her apy when you ar e usi ng t he sane equi pnent and
the same category for brachytherapy el sewhere.

And agai n, you are having an uni ntended
consequence when you substitute the "or" or the "and"
because nowyou can have i nt erventi onal brachyt herapy
perfornmed by t he cardi ol ogi st with the aut hori zed user or
t he physicist.

So basically what you did is that it
required a signature of your user wthout their
i nvol venent in many cases, and therefore, you can
potentially conmprom se radi ati on safety.

| don't want togointoall the details, but
you can have sim | ar exanpl es at al nost every site, and
| believe this issue has to be reexam ned.

CHAI RMAN CERQUEI RA:  Well, | guess in a
sense by puttingit intothe energing category was to
sort of delay it, and | think we're gettingto the point
wher e sonme of these things are out there and, you know,
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as we know, thereis alot of work goi ng on bet ween t he

intravascular -- the people doing intravascul ar

brachyt herapy, the oncol ogi sts and the cardi ol ogi sts.

You know, again, I'mnot surethat thisis
atime for us to take action on this, you know. The
rul es, we had a |l ot of discussion and put it into the
1,000 category. | think the Comm ssion recognizes t hat
there areissuesrelatedto, you know, safety as well as
who's doing it, and | think the fact that they've
appoi nted an i nterventional cardiol ogi st tothe Commttee
sort of recognizes that, and | think there's preparation
to do this.

DR. NAG Right, but thethingisif you' re
having a different rule and you are using the sanme
brachyt herapy for interventional and you have a separat e
rul e when you're using it for other brachytherapy, that
doesn't nmake sense. It has to follow z

CHAI RMVAN CERQUEI RA:  Jeff?

DR. WLLIAVSON Well, | actual ly think that
there's acontradictioninwhat you' re present. To argue
that the Novoste and the Cordis systembe treated as
manual brachyt herapy sources, as you do, and actually
reduce the regul atory burden because there is no NRC
requi renment that either a physicist or physician be
present when the sources are put into the patient.
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So you know, there certainly are standards
of practiceinradiationoncology that are i ndependent of
what NRC says. But if the best Cordis system were
treated strictly as manual brachyt herapy, there woul d be
no requi renment of physical presence what soever inthe
operating room So now there is.

So you know, to say, you know, your two
W shes are inconsistent -- to say there shoul d be an
"and," physicist and aut horized user and shoul d be
treated as a 3400 is a contradiction.

DR NAG Then you're goi ng out for the HDR
For HDRyou have the N, and i n an HDR appl i cati on, t hen
you need both. You need an HD-- for HDRappli cation for
cancer, you need t he physi ci st and t he aut hori zed user,
but when you have an HDR i nt erventi onal brachyt herapy,
you don't need both.

DR. WLLI AMSON: But that's not what you
said. You saidthat the Cordis should betreated as a
35-400.

DR. NAG  No.

CHAI RMAN CERQUEI RA: | woul d ki nd of | eave
it uptothe Committee. Do you want to continue the
di scussion? | nean this was sort of an added itemto the
agenda. W agreed that because of flights we wouldtry
to basically get out of here in the next 20 m nutes.
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You know, | think this is a legitinmte
guestion that needs to be addressed. I think the
Comm ttee and the Conm ssioners --

DR. NAG This is what | wanted to bring

f orwar d.

CHAI RVAN CERQUEI RA: - - have nade a process
in place and | think will conme to it.

Davi d?

DR DI AMOND: Yeah, | don't think we needto
di scuss this further right now. | would convey tothe
Comm ttee, however, a sense that VBT or vascul ar
brachyt herapy real | y her et of ore has been a success story.

I f you go back nowtwo and t hr ee years when
this first cane out, if you renenber the di scussi ons we
had about real horror stories about people usingthis
i nappropriately, off label, it going crazy, people
getting hurt, public fears.

I think that we really need to congratul ate
oursel ves once in awhile and say, you know, we kept a
handl e on this for a while, and then starting about a
year ago, we said things | ook likethey' re goingwell.
Peopl e are practi ci ng good, safe nedi cine. W took sone
of the brakes off. W said, "Don't be too overly
prescriptive with respect to off-I|abel use.”

Since that's gone t hrough to nmy know edge,
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as one of the | argest operators of this technology inthe
country, peopl e have continuedto useit with very good,
judiciousintent. Dr. Triparenini is probably even a
nor e hi gher vol une user than |, and he woul d, | woul d
hope, share the sanme feelings.

People really have with this multiple
di sci plinary approach, really have been very, very good
at protectingthe public and preventing bad thi ngs from
happening. So once in a while we do need to give
ourselves a little pat on the back.

CHAI RVAN CERQUEI RA: | think we deserve it
after yesterday and today's di scussi ons on our failure
with certain guidelines.

Well, this is very informative, and
obvi ously thisissuew || cone back, and | think we'll
definitely get it on the agenda.

Thank you, Subir.

We shoul d nove al ong on t he agenda, | guess.
Joe DeCicco on the m xed doses.

MR. DeCl CCO Both sides so | can renenber
who | am

This is going to be very brief. | don't
even have a presentati on per se. | don't have any slides
or anyt hi ng because all | wanted t o do was updat e you and
| et you knowthat we're still di scussi ng and wor ki ng on
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m xed dose, the m xed dose issue.

And i n your handout thereis just a brief
summary of howwe' ve addressed t he i ssue since the | ast
nmeeting, as a matter of fact, in October.

What we have done is taken the existing
regul ati ons and ki nd of | ooked at it with a fresh eye and
maybe redefined the box that we're supposed to be
t hi nking i n and used the footnote i nthe wei ghting factor
tableinPart 20 that basically all ows t he agency t o use
ot her wei ghting factors ot her than one for external dose.

So that with either a case-by-case
eval uati on or guidance that would be issued by the
agency, sone ot her net hod ot her t han deep dose equi val ent
could be used for determning the external exposure.

I n your package you have a regul atory i ssues
sunmary, and aregul atory i ssues summary is simlar to an
i nformati on notice that you mght be nore famliar wth,
but the regul atory i ssues summary focuses on a regul ati on
and either adifferent interpretationthat has been done
inthe past or toallowfor a newinterpretation of a
policy position or a relief in burden.

And | think the regul atory i ssues summary
t hat you have i n your package ki nd of addresses the i ssue
for fluoroscopy when using a protective apron.

The regulatory issues summary has been
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distributedtothe state regul atory agenci es for comment .
It was i ssued to the states on January 24t h, and t hey
were given 45 days for comment.

It is pre-decisional, whichneans it's not
out there for everybody, but the regul atory agenci es can
| ook at it and address any coments to either ne or to
t he agency at the Web site that the states have access
to.

And t he comment period for this regulatory
i ssues summary draft is March 14th. Hopefully by t he end
of March or very closeto that date, we shoul d have this
regul atory i ssues summary i ssued and out to | i censees so
t hat they can use t hi s gui dance t hat addresses the i ssue
of that m xed exposure when usi ng fl uoroscopy and t he
| ead apron and al so being exposed to NRC |licensed
sour ces.

Sothat's about it. That's all | wantedto
do is nake you aware of. If you have any comments,
pl ease provi de themto ne or any ot her net hod t hat you
say.

Yes, sir.

CHAI RMAN CERQUEI RA:  Ri chard.

DR. VETTER: So howisthelicense-- if an
i nterventional cardiol ogist isinvolvedinfluoro, of
course, likeinnost of the exposure there and doi ng | VB,
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howis the licensee to distinguishwhat exposure cane

fromthe brachytherapy source versus the X-ray source?

MR. DeCl CCO. That's a very difficult
technical issue, andit's not addressed in the regul atory
i ssues summary per se because we didn't want totry to
address all of the issues.

However, the staff has actually | ooked at
that issue, and | don't want to state too nuch because |
don't state policy, but froma technical point of view,
t he eval uati on done when eval uati ng t he X-ray exposureis
probably as cl oseto the true dose t han any ot her net hod
used, and | think that particul ar i ssue w || be addressed
after this RI Scomes out because that's a nmuch smal | er
communi ty than, say, the fl uoroscopi st al so doi ng nucl ear
medi ci ne.

There' s probabl y fewer physi ci ans doi ng bot h
| VB and fl uoroscopy as opposed to physici ans being
exposed t o bot h source and non-source at separate ti nmes.

DR. VETTER Ckay. | understand that, and
t hat does nmmke sense. | nmean, for the nuclear
cardi ol ogi st who' s al so doing i ntervention, you can have
two badges and you can sort it out easily.

CHAI RVAN CERQUEI RA:  That easy, but for the
| VB.

Ral ph?
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MR. LIETC Boy, |'ve got a number of

things. One, | think this type of guidance affects
basically al nost totally nedical users, and | think that
somethinglikethis, whichl| want tosay | thinkit's a
very good docunent; | appl aud t he sunmary i nf ormati on and
so forth.

|'ve got just a couple of comrents on it
mysel f, but | thinkthe point that was brought up about
addr essing the situation of the person who has |i ke the
cardi ol ogi st or the radi ol ogi st who does nucl ear nedi ci ne
and a lot of fluoroscopy |I really think has to be
addressed in this.

| thinktotakeit at onetine and then cone
back later and revisit it | really thinkis sort of a
disservicetothis docunent. | really think that there's
areal needfor this, and 1 think the gui dance that al ot
of RSGs and nedi cal physicists that sort of strugglewth
this is out there.

You know, one thi ng may be for consi deration
isthe fact that you don't have to badge a worker who i s
not likely to get ten percent of the doselimt or you
knowthat a cardiol ogist isnot Iikelyto get ten percent
of his dose fromintravascul ar brachytherapy. In fact,
you could al nost say that with certainty.

And | cansay alsoit's very likelythat a
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radi ol ogi st who does fl uoroscopy i s not |ikely to exceed
ten percent of his does from his nuclear medicine
activities. It'svery hardto get exposed frombehi nd
that alternator.

And so | would say that as maybe a
suggestion for guidance inthis docunent is that using
thi s gui dance and assigni ng doses for external and
internal for NRCI|icensees woul d be applicabletothose
situations where the |l i censee can docunent that it is
very unlikely, that it's not |ikely that the worker is
going to exceed ten percent from his |icensed NRC
activities.

And | guess | had one question. Your Item
No. 4 on page 3, you said that any alternative nethod

that is used incorporating the |icense nust be

incorporated in the licensee's procedures and program

It al nost makes it sound likeit's alicense
condi tion. Do you understand where |I' mki nd of goi ng
withthis? Andthat it hasto beinstituted prior tothe
exposure for which an alternative method has been
applied, and I' mjust tryingto understand why t hat went
in there.

MR. DeCl CCO Yeah. Not togointotoo nuch
det ai | because of tine and since it was pre-decisional,
I think what we weretryingtoavoidisthisisgoingto
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be a prospective application of the accepted -- the
gui dance. We didn't want peopl e to go back to previous
exposur e or past years and say, "Ch, well, that exposure
really wasn't that. Now we can reevaluate it."

We di dn't want peopl e to go back. We just
want this to be a prospective.

It being a requirenment to be docunent ed,
that was put inthereprimarily to avoi d peopl e fl oppi ng
fromone procedure to another to fit their needs. W
wanted it to be a prospective application, and therefore,
you use that applicationas |ong as you feel that that's
appropri ate prospectively.

You don't say, "Ch, well, let nereeval uate
this after the fact." And that's why that particul ar
phrase was put in there.

MR. LIETO  Okay.

MR. DeCICCO. It was to avoid that flip-
fl oppi ng or going back to previous exposure.

MR. LI ETO. Ckay. | thought that was ki nd
of handled in nunber five already, and | just --

MR. DeCl CCO Maybe it was; maybe it was.
Ckay. We'll take a look at that. Thank you.

CHAI RMAN CERQUEI RA:  So, Ral ph, howdo you
suggest we go? | nmean, so this is basically a draft
form and has it gone out to any of the stakehol ders?
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MR. DeCl CCC. It's gone out to state

regul atory agenci es for their comrent, and t he coment
period is up until March 14th, and then we'll --

CHAI RVAN CERQUEI RA: But what about -- |
mean, has a cardi ol ogi st had a chance tol ook at thisto
gi ve you sone feedback?

MR. DeCl CCO: Not |icensees, not non-
regul atory agenci es because it's a pre-decisional.
CHAI RMAN CERQUEI RA: Ri ght .

MR. DeCl CCO. Pre-decisional.

CHAI RVAN CERQUEI RA: Wul d it be wort hwhil e
getting their input as well as, you know, the health
physi ci st conmunity?

MR. LIETO | was just goingtosay | think
it would be interestingto see what, you know, |i ke the
Heal t h Physi cs Soci ety m ght have t o say about this or,
you know, have sone i nput fromsone of the scientific
groups, but 1'mnot quite sure. When you say it's pre-
decisional, | don't know if there's sone type of
restrictioninthedistributionof theinformation from
al don't want to say security standpoint, but --

MR. DeCICCO Well, it's not security, but
it's a mtter of procedure.

MR. LIETO  Okay.

VR. BROWN: Yeah, this is Fred Brown.
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Thi s docunment was shared with you for your
comments as professionals in the field, as contract
enpl oyees of the NRC, and we woul d appr eci at e your i nput,
and hopefully it will serve as the type of input that
you' ve proposed, but the Adm ni strative process for this
docurment andthetine frane for it basically restrict us
tosharingit withyou at this point, and we hope t o have
it out soon.

DR. VETTER: So how do we get our coments
back to you?

CHAI RMAN CERQUEI RA: Back to you, yes.

MR. BROWN: Ei ther through Angela or
directly by E-mail.

CHAI RMAN CERQUEI RA:  And what tine |line do
we have on getting the comments back?

MR. DeCl CCO. Well, the comment periodis
officially openuntil March 14th, and until it's signed,
you know, 1' |1 take comments up until | can get the final
versi on.

CHAI RMAN CERQUEI RA:  Yeah, | gather it's a
Situationwherewe're -- this sort of has an i npact on
certainly the users, the stakehol ders bei ng t he nedi cal
community, and it woul d have been good to have gotten
this ahead of tine.

So | think all of the people that are

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

350

basically representing some of these regul ated
conmmuni ties should give input.

And can we get specific information whereto
send the input? How do we contact --

MR. DeClCCO. On the | ast page of the RIS
whichis the next tothelast page of the docunent, is ny
E-mai | address, nmy phone nunber, where you can send
coment s.

CHAI RMAN CERQUEI RA:  Okay.

MR. DeCICCO. O to Angela.

CHAI RMAN CERQUEI RA: Ckay. All right. Do
we need any followup on this?

I nmean we should get -- Ral ph, don't you
t hi nk we shoul d get sone followup as to howthis is
going to eventually come out?

MR. LIETO | thinkit would definitely be
wel coned, especially by the Commttee, andthereis --
yeah.

CHAI RVAN CERQUEI RA:  So shoul d we nmake it an
actionitemthat, you know, at t he next neeti ng we get
sone foll owup either fromJoe or fromthe NRCstaff as
to what' s happened with this and sonme tinme | i ne of when
it's going to be inplenmented as well ?

Okay. Wl |, thank you very much, and we' ||
-- yes?
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MR. LIETO Joe, istherelikeatineline

t hat you guys are under in terms of having this all
conplete? | mean, it sounds |i ke there m ght be sone
deadl i ne.

MR. DeCl CCO. Right nowny tinmelineisto
try toget this thing signedout sonmetine aroundthe end
of March, the begi nning of April, and that was basically
a Comm ssion request on getting this issued.

MR. BROMN: Onceit'sissued, it wll bein
effect, andit shouldreflect the discussionthat we had
at the last neeting with you about howt his issue should
be handl ed.

So al t hough you haven't seen the draft, when
you |l ook at it, it should reflect your comments to

MR. DeCl CCO. Yeah, | don't think you're
going to see any surprises. It's just a matter of
putting officiallyinblack and white gui dance that the
Agency Wi | | -- guidance that is put out by t he Agency for
the |icensees.

We didn't recreate t he wheel. W just kind
of | ooked at the wheel a different way.

MS. McBURNEY: | woul d note that we have
adopted the simlar rules to the suggested state
regul ations, andit's workingwell. W' ve had themin
pl ace for several years.
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MR. LIETO Theonly area |l foresee issues
are in non-agreenent states --

MS. McBURNEY: Ri ght .

MR. LIETO -- that nmay not be as
progressive as the State of Texas.

MS. McBURNEY: | understand.

CHAI RMAN CERQUEI RA: Okay. Thank you very
much.

MR. DeCl CCO  Thank you.

CHAI RVAN CERQUEI RA: W shoul d nove al ong
here, and if we just basically ski p down on page 2 of the
agenda, | think we've coveredthe first twoitens that we
wer e supposed to cover age the break.

The ACMJI vacanci es, there's a sheet that
was di stributed by Angelatothe Committee, and we're
actually infairly good shape i nthe sense that we' ve got
two appoi ntees, and it says, you know, 2001, and yet
we're into 2002 and we still don't have t hose peopl e on
board.

And | think, John, the feeling of the
di scussi on we had earlier is that the sooner we get these
peopl e on board, the better.

MR. HI CKEY: Yeah, we agree.

CHAI RMAN CERQUEI RA:  And | guess j ust sort
of | ooki ng ahead, 2003 we have a whol e sl ew of peopl e who
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are eligiblefor reappoi ntnent, and we shoul d, you know,
basically send requests to these people.

And | guess nowi s t he appoi nt ment made by
t he NRC? Do we normal |y go back to the soci eties that
recommended these people? How are reappointnents
handl ed?

MR. Hi ckey: No, the reappointnents can be
handl ed internally with the Comm ttee and t he Conm ssi on
if the appointees arestill willingto continueto serve.

CHAI RMAN CERQUEI RA:  So how soon can we
reappoi nt peopl e sothat we, in case sonebody deci des not
to continue on the Commttee, we can --

MR. HICKEY: Well, late -- I'msorry.

CHAI RMAN CERQUEI RA: No.

MR H CKEY: Lateinthe cal endar year prior
to t he appoi ntnent date, | think we woul d check with the
appoi nt ees and then confirmtheir reappoi ntnent early in
t hat year.

CHAI RVAN CERQUEI RA:  But when woul d t hey go
of f on 2003? Whuld it bethefall of 2003 t hat t hey go
of f?

MR. HI CKEY: Well, we didn't put nonths
here. We'd have to check on that, but I woul d say six
nmont hs ahead of tine would be plenty.

CHAI RVAN CERQUEI RA: Wl |, | woul d say, you
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know, i f we knowt hat peopl e are com ng up, we shoul d
request if they want to continue, and then nake it
avail abl e for themto be reappoi nted, and if they say no,
then | think we need to initiate the process.

MR. HICKEY: Yes. Well, certainly if a
menber knows t hey don't want to be reappoi nted, they
shoul d advi se t he Conm ssion staff i nmedi ately. 1 nean,
you know, as soon as they --

CHAI RVAN CERQUEI RA: Wl |, they may not
actually know t he reappoi ntnent date. So |I'd make a
recomrendati on that, you know, we basically send out
letterstothese five people. That's a huge chunk of the
Comm ttee that basically goes of f on 2003, aski ng t hemi f
t hey wi sh to, you know, be reappoi nted, i n which case we
caninitiatethe process, and that woul didentify, you
know, clearly identify people who don't plan to conme
back.

I's that a reasonabl e?

DR. NAG | think onthe reappoi ntnent the

problemis only if they don't want to be reappoi nted.

CHAI RMAN CERQUEI RA: Ri ght .

DR. NAG Therefore, you need about one
year.

CHAI RMAN CERQUEI RA: At | east a year.

DR. NAG. Now, if all of these peopl e said
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t hey wanted to be reappointed, there's no problem

CHAI RVAN CERQUEI RA:  Ri ght.

DR. NAG But if they are not, thenthereis
a problem Infact, I'meven wondering. The ones in
2004, if they are spring 2004, we shoul d start thinking
about thembecause there are one, two -- there are two
peopl e who are going to be rotating off, three.

CHAI RMAN CERQUEI RA:  Yeah. No, | think
that's very, very true.

So maybe what you're saying is the first
actionitemis that the reappoi ntees for 2003 shoul d be
contacted regarding their desirability to continue onthe
Conmittee, and for t he peopl e who are goingto rotate of f
on 2004 we shouldinitiate the process for soliciting
names and nom nati ons. Does that sound | i ke an acti on
itemfromthe Commttee?

DR. NAG | think so

CHAI RMAN CERQUEI RA: Ral ph?

MR. LIETO | thinkit'sjust aconsensusto
the staff and go fromthere.

CHAI RMAN CERQUEI RA:  Yeah.

DR. WLLIAMSON: | think so.

MR. LIETO 1t's sonething you' ve al ready
got in the hopper anyhow, | i nagine.

MR. HICKEY: That's fine. It just seensto
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meit'salittle early nowto solicit appointees for
2004. | woul d have to | ook at howlong it has takenin
t he past.

CHAI RVAN CERQUEI RA:  Ri ght.

MR. HICKEY: | think you're goingto find
this cardi ol ogy positionis goingtobefilledw thin
about three or four nont hs of the Comm ssion stating that
t hey want ed soneone appoi nt ed.

CHAI RMAN CERQUEI RA:  No, no. Well, that's
good, and that's -- but, again, we've kind of -- | think
t he Comm tt ee has been pushingtotry to get this done,
and so does anybody obj ect to requesting that the NRC
staff take those actions?

PARTI Cl PANT: It's a good i dea.

CHAI RMAN CERQUEI RA:  Sounds | i ke reasonabl e
to do.

Okay. So maybe we coul d have that as a
followup itemfor the next Conmm ttee neeting.

Ckay. So that sort of takes care of the
vacanci es and r eappoi nt nents and peopl e who rotate of f.
| just have to hold onto 2004, right?

And then followup discussion, ACMIJ
recommendat i ons regarding i nterpretation of 10 CFR 35. 57.
John?

MR. HI CKEY: We've already been through
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that. W don't have to have anynore di scussion onthat.

CHAI RMAN CERQUEI RA: That's right. Ckay.

Meeting summary. Qops. W goof ed upon the
RSGs and t he aut hori zed nedi cal physicist, and we need to
take action fairly quickly totry to renedy that. |
think that's clearly the one thing that's conme out of
these two days. | think we've identifieda subcommttee
to deal with it.

And Richard and | wi Il contact Conm ssi oner
Meserve to sort of see what action we can get on it.

MS. WLLIAVSON: WII| the subcommittee
menbers then just be contacted by E-mail ?

CHAI RMAN CERQUEI RA: | think that woul d be
the best way to do it, and Angela can provide the
support, but once you get sort of a group mailingfor the
Committee, | thinkit woul d be reasonabl e to, you know,
do whatever you feel is appropriate and, you know,
per haps copy nme and John and Angel a on the E-mai | s woul d
be the best way to go forward on this.

Next nmeeting. Wetraditionally have been
meeting tw ce unl ess there were |li ke urgent needs. W
nmeet inthe sort of, you know, | ate winter, early spring
andtheninthefall. Sothe next neeting woul d probably
be sone tinme in October or Novenber.

Does anybody feel we need to neet any
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sooner ?

We have a | ot of unresol ved i ssues. You
know, we still don't knowif Part 35 revisionis goingto
be signedintolaw. If it is signedintolaw then we
still haveto deal withall of theissuesrelatedtothe
RSOs and the authorized nedical physicist and the
radi ati on oncol ogi st.

MS. HOBSON: How will we handle the
recommendations of the subcommttee on the new
rul emaki ng?

CHAI RMAN CERQUEI RA: | think it will be
distributedtothe Commttee nenbers by E-nail to get
their input.

Can we have -- now, isthe Commttee al |l owed
t o have conference call s and what are the rul es for that?

MR. HI CKEY: Yes. | would suggest, given
where we are, that we woul d pl an on handl i ng sone t hi ngs
by conference call or E-mail, in some cases hard copy

express mail if it's not anenableto E-nail, andthenif

you could plan on having the fall neeting as a whol e.

It may be appropriate to have a subcomm ttee
meeting or you were suggesti ng you nay neet with the
Chai rman or a subgroup could --

CHAI RVAN CERQUEI RA: Wl |, at | east have a
di scussi on.
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MR. MYERS: -- work with t he Chai rnman or

call, have a telecon. with the Chairman.

CHAI RMAN CERQUEI RA:  Yeah, | think that
woul d be preferable.

MR. HICKEY: | think the fact that thisis
going to be done in bits and pieces, it will be nore
effective and, infact, will have to be doneto alarge
degree by E-mai | and t el ephones anyway because you can
only do so nuch in a two day neeting anyway.

CHAI RMAN CERQUEI RA: Right. Now, interns
of tel ephone conference calls, what are t he requirenents?
| nmean, do they have to be public? Can they just be the
-- since it is not the whole Committee but a
subcomm ttee, do we need to have notice? Do we needto
make it open?

MR. HI CKEY: As far as | know, if it's not
t he whol e comm ttee, it does not need to be public. |
could check that withthe -- there'snot timetodoit
ri ght now, but | could check that with the attorney.

CHAI RMAN CERQUEI RA: | think it woul d be
i nportant to get that because a | ot can be done on
conference call's, and you know, we have no probl ens with
it being open, but | just want to make certainthat if
that's a requirement that we allow that to happen.

Ri char d?
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DR. VETTER | woul dn't guess that woul d be

a probl embecause t he subcomm ttee will sinply be working
up a recomendati on.

CHAI RVAN CERQUEI RA:  Ri ght.

DR. VETTER:. W can't take any action.
We'll sinply be witing a recommendati on.

MS. McBURNEY: Ri ght .

DR. NAG | woul d suggest t hat nost of what
| hear |i ke we woul d set a date or atentative date when
we are not avail able and when we may be avail abl e.
Ot herwi se sonebody - -

MR H CKEY: Yeah, ny recollectionisthere
are certain weeks i n Novenber that are bad because of
conf erences.

CHAI RVAN CERQUEI RA:  The car di ol ogy neet i ng,
yes.

DR. DI AMOND: And in Cctober i s our society
nmeeti ng.

MR. HI CKEY: Yeah, there's certain weeks
t hat we need to bl ock out.

DR. WLLIAMSON: My we need to avoid.

CHAI RMVAN CERQUEI RA: That's the end of
Novenmber usually.

DR WLLI AVSON: And ASTROus usual |y what
end of October?
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DR. NAG  Okay.

MS. McBURNEY: October.

DR. NAG The ASTROIi s Oct ober 6t h t hr ough
10.

MB. McBURNEY: There's al sothe O gani zati on
of Agreenent States, whichw || probably take not only
me, but also several of the NRC staff.

DR. NAG. The RSNA, the first week of
Decenber. Sosonetineinlate Cctober or early Novenber
is a possibility.

MR. HI CKEY: | think we found in the past
| ate October or early Novenmber is the w ndow of
opportunity.

CHAI RMVAN CERQUEI RA:  Ri ght.

MS. McBURNEY: Right, Hall oween.

CHAI RVAN CERQUEI RA: Wel |, what about t he
| ast week of Cctober?

And what days of the week usual | y wor k best
for us, John?

And we're not going to neet with the
Comm ssioners this time. So it's just a matter of

DR. DIAMOND: |f we do a one day neeting, we
had a successful go-round |l ast tinme by holdingit ona
Monday, if | recall.
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MS. McBURNEY: That was great.

CHAI RMAN CERQUEI RA: S0 you want to go
for --

MR. HI CKEY: That's more up to the
Comm ttee. |f sonething goes wong over the weekend, you
know, there's al ways the possibility that you' re goingto
have a hard tinme starting up, but I knowa |l ot of you
I'i ke having the Monday neeti ngs.

MS. HOBSON: Except for the East fromthe
West Coast.

CHAI RMVAN CERQUEI RA:  So COct ober 28t h?

MS. HOBSON: That nmeans | have to travel on
Sunday.

MR. HICKEY: Talk to the Commttee.

DR. NAG | nean, if we have it the first
week of October, you know, m ddl e, the 14th, 21 or 28
Oct ober. October 28th is also -- oh, no, that's fine.

CHAI RMAN CERQUEI RA:  Cct ober 28t h?

MR. HI CKEY: The 28th | ooks good, yeah.

MS. HOBSON: Yes.

CHAI RMAN CERQUEI RA:  Al'l right. So Cctober
28t h.

MR HI CKEY: So we woul d all have to travel
on Sunday, Ni ki .

DR. NAG Right.
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MS. HOBSON: ©Oh, these people that live

cl ose by, they just hop on a commuter.

MR. HI CKEY: There's only one that |ives
t hat cl ose.

CHAI RMAN CERQUEI RA:  There's only one.

DR W LLI AMSON: You don't think under the
ci rcunst ances of having the possibility of a newrul e we
really shouldthinkinterns of a day and a half or two
days? Al nost al ways our neeti ngs have been two days i f
you viewit historically, and we've, generally speaking,
filledthosetw days. It's been hardto get throughthe
agenda.

DR. NAG  Yeah, the thing is if you're
having it one day with all of the newrequirenents, nost
of us have to | eave by three or 3: 30 anyway. You know,

that way you're endingup wth three quarters of a day.

So you mght as well nmake it for one and a half days.

CHAI RMAN CERQUEI RA:  The 28th and 29t h?

DR. WLLI AVMSON:  Yeah, a conprom se m ght be
todoit Monday afternoon and all day Tuesday so t hat
t hen we have --

DR. NAG Yeah, but then you |l ose t he whol e
Monday norni ng because no one flies that norning.

DR. WLLI AMSON: Sone people couldflyinin
t he norning.
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DR. NAG. Then ot her people haveto flyin

t he previous night.

DR. W LLI AMSON: Yeah, that's right.

CHAlI RVAN CERQUEI RA: | t hi nk Monday and hal f
a day Tuesday is --

PARTI Cl PANTS:  Yes.

MR. LIETO | don't know if you want an
action item

MR. HHCKEY: Wew || reservethisroomall
day Monday and Tuesday and schedul e the neeting. |If,
upon cl oser, you know, tothe tine to the neeting it
becones apparent that the agenda doesn't support that, it
can al ways be reduced, but I knowyou all want to bl ock
your cal endars.

CHAI RMAN CERQUEI RA: | t hink we shoul d, you
know, Monday and half a day Tuesday.

MS. WAGNER SCHWARZ:  Yes.

CHAI RVAN CERQUEI RA:  The ot her t hi ng we need
to talk about is just getting the agenda for the
Commttee nmeeting, you know. This tine we had the
briefingwththe Conm ssioners, and that got done on a
fairly late basis. | wouldreally liketo get, you know,
to get the agenda so that we're here doi ng sonet hi ng
that's, you know, dealingwithissues that are com ng up
and trying to get as nmuch background material out tothe

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

365

Commi tt ee ahead of tinme as possi bl e sothat, you know,
our time is better spent here.

MR. HICKEY: We will do a better job of
getting you the background material .

CHAI RMAN CERQUEI RA:  Yeah.

MR H CKEY: And we'll work together to have
a good agenda, but part of that depends on what you
propose and how many nenbers are interestedina given
t opi c.

CHAI RMVAN CERQUEIRA: I'd say that by
Sept enber 15t h, which is about a nonth and a hal f before
the Comm ttee neeting, that we have a draft agenda at
| east together toidentify theissues that have conme up.

So sonme of these informative things are
fairly nice, but if we have ot her pressi ng busi ness, |
mean, we could make those briefer, get sone of the
mat eri al out ahead of tine.

DR WLLI AVSON: | woul d suggest, too, that
t he staff be nore proactivein, youknow, review ngthe
activities of the agency and bringingitens forwardto
t he agenda for us to consider, likethis groupthat's
doing the national materials safety exercise.

You know, it so happened Ral ph was awar e of
t hat, but the rest of us weren't and, you know, we have
limtedinsight intothe operations of the Conm ssion.
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So | think a lot of burden falls on you --

MR. HI CKEY: Yes.

DR WLLIAVSON. -- to at |east identify for
us the possibilities, issues to consider on the --

MR. HI CKEY: Yes. We should have done a
better job onthat. Frankly, we were di stracted by the
| egislation, throwng Part 35 out.

CHAI RMAN CERQUEI RA:  So what was your poi nt
about the foll ow up?

MS. WAGNER SCHWARZ: On the regul atory
gui de, the guidance that's com ng out, there are nmeetings
t hat are planned, and how about feedback?

MR. LIETO | was just goingto say the sane
thing, that they're going to have public nmeetings in
April, was it?

MS. WAGNER SCHWARZ: Yes, April 23rd and
fourth.

MR. LIETO And | don't know if there's
going to be the need for us to get back toget her, not
maybe physi cal ly, but either viatel ephone or sone ot her
means to follow up on this --

MR. HICKEY: That's true.

MR. LIETO -- nmaybe a couple of tines.
M5. WAGNER SCHWARZ:  Yes.
VR

LI ETO So | guess maybe just an FYI to
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be prepared, | guess, is the best thing | can suggest
ri ght now.

MS. WAGNER SCHWARZ: It seens |like it m ght
be a reasonabl e thing that at | east we tal k by t el ephone.
DR. W LLI AMSON: I think so.

MR. LIETC I would imagine if the
publication of the rule is delayed, then the April
meeti ngs coul d get pushed back to May. Wul d t hat be
true?

MR. HI CKEY: | nmean, anyt hi ng coul d happen
i f publicationof theruleis delayed. But wew |l doa
better job of communi cating with you by E-mail as to what
i s goi ng on and what' s com ng up, and t hen you can get a
better feel of what your response shoul d be, you know,
how you want to participate in that.

MS. WAGNER SCHWARZ: | have one nore
suggesti on. What about agenda itens? Do you want to
gi ve us a date nowthat you woul d | i ke agenda i t ens sent
to you?

CHAI RMVAN CERQUEI RA:  Yes.

MS. WAGNER SCHWARZ: So that we at | east
have it on the cal endar for --

CHAI RMAN CERQUEIRA: | said April. I'm
sorry. Septenber 15th, but let's see what day of the
week that is.
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MS. WAGNER SCHWARZ: That's a Sunday.

CHAl RVAN CERQUEI RA: Vel |, how about Fri day,
Sept enber 20t h?

MR. LIETO A nonth?

CHAI RVAN CERQUEI RA:  Yeah. O do you want
to go for |like Friday, the 13th?

MR. H CKEY: Well, M. Chairman, if | could
comment, | think we need aprelimnary call earlier than
t hat .

M5. WAGNER SCHWARZ:  Okay.

MR HI CKEY: Because once the agendais set,
we prepare the background materi al to send out. So we
need noretime to anticipate what theitens are goingto
be and what material needs to be prepared.

CHAI RMAN CERQUEI RA: Sept enmber 6th? So
Fri day, Septenber 6this the deadlinefor havingitens
for the agenda subm tted.

DR. VETTER And wi I | the staff be sendi ng
us a letter?

CHAI RMVAN CERQUEI RA: A reni nder.

DR. VETTER: Soliciting that or --

MR. HICKEY: Yes. Yeah, we go to the
Chai rman and "cc" the other nmenbers.

CHAI RMAN CERQUEI RA:  Yeah, and naybe send

t hat out --
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MR. HI CKEY: And we may send you --

MS. WAGNER SCHWARZ: That coul d conme out
from Angel a even.

MR. HI CKEY: We nay send you nore t han one
note, you know. "Start thinking," you know, and then the
next note is "the deadline is."

DR. WLLI AMSON: | think we have taken the
position al ready, haven't we at this neeting, that we
want to reviewthe regul at ory gui de when t he next draft
i s avail abl e? And so t here needs to be bet ween now and
whenever that happens provi sion nade to have at | east a
virtual nmeeting over that.

CHAI RVAN CERQUEI RA: R ght, and we actual ly
had wanted to get sone input intoit, but the Commttee
isbasically sittingidle. Wll, not the -- the working

group for the states thing, which | guess is --

DR. NAG Well, that's national materi al .

DR. WLLI AMSON: This is Volune 9 of 15.56

that |1'mtal ki ng about.
MS. McBURNEY: Right.
CHAl RVAN CERQUEI RA: That's a nore i mmedi at e
need, right?
DR. W LLI AMSON: We' ve taken the position

that we want to be involved. It's not an "if. I'm

respondi ngto John. | thinkthat's already taken care
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of. So we need to get a copy of that as soon as is
possi bl e, and t hen arrangenent s nade to have a f orumf or
consolidating a review.

And | woul d think that at | east a conference
call anmong interested parties would be w se.

DR. NAG | only want torem nd the staff to
meke a list of all of these actionitens that we cane up
wi t h.

MR. HI CKEY: Yes.

DR NAG Even t hough you may not have their
sol ution, at | east send what the actionitens are so t hat
we will renmenber.

MR. HICKEY: Yes, we will do that.

CHAl RVAN CERQUEI RA: And | t hink that shoul d
go out as soon as we get it to peopl e so peopl e have an
idea to see what was on the -- you know, what was
di scussed and what needs to be done.

DR. NAG Yeah. That would al so be
sonething li ke arem nder of sone of the things we may
have to do with our societies.

CHAI RMAN CERQUEI RA:  Ri ght, right.

MS. WAGNER SCHWARZ: So mi nutes of the
meeting, is that kind of what you're thinking?

DR. NAG Not the whole mnutes. That
beconmes too | ong.
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MS. WAGNER SCHWARZ: Ri ght.

DR. NAG \What are the action itens.

CHAI RVAN CERQUEI RA: The actionitens, you
know, which could be pulled out, and clearly we
identifiedtheminthe transcripts. Watever -- John
what do you think is the best way to get that out?
They're not official mnutes. They're just sort of
action itens.

MR HCKEY: Well, | thinkwecanE-mail it.
Ti mhas beentryingto, inadditiontothe whol e neeting
bei ng transcri bed, Timhas been trying to catch the

actionitens, and|'ve got themhere, too. So |l think

t hat --
CHAI RVAN CERQUEI RA: And | think we al | nmade
a --
MR. HI CKEY: -- can be done as an advanced
E-mail that will be reflected in the official m nutes.
CHAI RMAN CERQUEI RA: Good. Any ot her
busi ness?

(No response.)

CHAI RMAN CERQUEI RA: If not, I'dliketo
t hank the Conm ttee and t he NRC support staff for getting
us out ontine andidentifyingall of theissues we need
to deal with.

Thank you.
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(Wher eupon, at 3:20 p.m,

Committee nmeeting was concl uded.)
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