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UNI TED STATES OF AMERI CA

NUCLEAR REGULATORY COWM SSI ON
+ + + + +
ADVI SORY COW TTEE ON THE MEDI CAL USES OF | SOTOPES
(ACMUI)
+ 4+ + + +
MEETI NG
+ 4+ + + +
MONDAY,
OCTOBER 28, 2002
+ + + + +
ROCKVI LLE, MARYLAND
+ 4+ + + +
The Advisory Commttee nmet at the Nuclear
Regul atory Comm ssion, Two White Flint North, Room
T2B3, 11545 Rockvill e Pi ke, at 10: 00 a. m, Dr. Manuel
Cer queira, Chairman, presiding.

COW TTEE MEMBERS:

MANUEL D. CERQUEIRA, M D., Chairman
JEFFREY A. BRI NKER, M D.

DAVI D A. DI AMOND, M D.

DOUGLAS F. EGGLI, M D.

NEKI TA HOBSON

RALPH P. LIETO

LEON S. MALMUD, M D.

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

COVWM TTEE MEMBERS: ( CONT.)

RUTH McBURNEY

SUBI R NAG, M D.

SALLY WAGNER SCHWARZ

RI CHARD J. VETTER, Ph.D.

JEFFREY F. W LLI AMSON, Ph. D.

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

80

(202) 234-4433




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

CONT-E-N-T-S
Openi ng Remarks - Dr. Manuel Cerqueira,
Chai rman, ACMJI, and Thomas Essi g, NRC/ NMSS
GAO Report - Ryan T. Coles, GAO .
Agreenent State Conpliance with Part 35 -
LI oyd Bol li ng, NRC/ OSTP
Di scussion of the National Materials Program
Wor ki ng Group Report, Paul Lohaus, NRC/ OSTP
Status of Inplenmentation of Revised Rule
Tom Young

Fred Brown

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE., N.W.

81

82

85

111

130

195

205

(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

82
P-R-OCE-EDI-NGS
(10: 03 a.m)

CHAI RMAN CERQUEI RA:  Good norni ng. My
name is Manuel Cerqueira. |'mthe Chairman of the
ACMUI, and I1'd like to wel cone everyone here to the
open session.

This is actually the first tine we've
convened under the full inplenentations of the revi sed
Part 35, so | guess that's quite an acconplishnent.
We have quite a full schedul e today, and we'd like to
keep on tinme so we can conpl ete our busi ness by the
end of the day.

Again, I'd like to thank everyone on the
commttee for their input.

At thispoint, I"dliketoturnit over to
M . Essig, whois the designated federal official for
t he ACMUI .

MR. ESSI G Thank you, Dr. Cerqueira. As

t he desi gnated federal official for this neeting, |'m
pl eased to wel come you to Rockville for the public
meeting of the ACMJI .

I"'m the Branch Chief for the Materi al
Saf ety and I nspecti on Branch and have been desi gnat ed

as the federal official for this advisory committee.

This is an announced neeting of the
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conmttee and is being held in accordance with the
rules and regulations of the Federal Advisory
Comm ttee Act and t he Nucl ear Regul at ory Conm ssi on.
The neeting was announced in the October 23, 2002
edition of the Federal Registry.

The function of the conmtteeis to advise
the staff on issues and questions that arise on the
medi cal use of byproduct material. The committee
provi des counsel to the staff, but does not determ ne
or direct the actual decisions of the staff or the
Conmi ssi on. The NRC solicits the views of the
commttee and val ues them very nuch.

| request that whenever possiblewe try to
reach consensus on the various issues that we wll
di scuss today, but | also value the mnority or
descendi ng opi ni ons. | f you have such opinions,
pl ease allow themto be read into the record.

As part of the preparation for this
meeting, | have reviewed the agenda for nenbers and
enpl oynment i nterests based on the very general nature
of the discussion that we're going to have today. |
have not identified any itenms that would pose a
conflict. Therefore, | see no need for an indivi dual
menber of the commttee to recuse thenmsel ves fromt he

di scussi on.
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However, if during the course of the
comrittee' s busi ness, you deterni ne that you have sone
conflict, please state it for the record and recuse
yourself from that ©particular aspect of the
di scussi on.

At this point, | would like to introduce
t he menbers that are here today: the Chairnman of the
comrittee, Dr. Manuel Cerqueira; Nekita Hobson, whois
our patient advocate; Ruth McBurney, whois the state
representative; and Dr. Alfredo Sanchez, the FDA
representative; and newtothe conmm ttee, Dr. Dougl as
Effli?

DR. EGGLI: Eggli.

MR. ESSIG Eggli, I"'msorry. | have a
typo in nmy notes. It says Eggli there.

And, Dr. Leon Malnud. And reappointed
menbers that were approved by the Conm ssion on the
27" of Septenber: Dr. David D anond, Radiation
Oncol ogi st; Dr. Subir Nag, Radi ati on Oncol ogi st; Sally
Schwar z, Nucl ear Pharmacist; Dr. Richard Vetter,
Radi ati on Safety Officer; and Dr. Jeffrey WIIianson,
Ther apy Physi ci st.

That concl udes ny opening renmarKks.

CHAI RMAN CERQUEI RA: Thank you. Any

questions for M. Essig?
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(No response.)

CHAI RMAN CERQUEI RA: | guess if not, we
can move on to the agenda. And the first --

MR. ESSIG |If | could addthere, thereis
one itemthat is not onthe agenda that we would |i ke
to insert next --

CHAI RMAN CERQUEI RA:  Sure.

MR. ESSIG -- whichis a presentation by
t he General Accounting Office. They arecurrentlyin
the mdst of an audit of the uses of sources of
radi oactive material, and they have a Power Poi nt
presentationthat will take maybe five m nutes or so.

CHAI RMAN CERQUEI RA: COkay. Sure.

MR. ESSI G So, if we could yield the
floor to themand then we'll resune with the normal
agenda.

MR. COLES: Good norning, M. Chairman,
and nmenbers of the Advisory Conmttee. | appreciate
t he opportunity to speak with you today. | appreciate
NRC and t he Advi sory Commi ttee making ti me to hear our
presentation.

As M. Essig nentioned, the General
Accounting Office is in the mdst of areviewof the
donmestic uses of nuclear material. |If | could have

the next slide please, just to give you a brief
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outline of what we're going to tal k about today.

First of all, I want to give you a bri ef
overvi ew of who GAO is and what we do. The second,
tal k about the reviews we're currently conducti ng on
t he uses of nuclear material. Third, howwe planto
accompl i sh our objectives. Andthen fourth, what are
our goals for this survey.

Next slide, please. First of all, US
General Accounting Office is often called the
i nvestigative branch for the Congress. W are an
agency in the |l egislative branch at the governnment.
We conduct unbi ased, objective, nonpartisan revi ews at
t he request of comm ttee chairman, the Congress as a
whole, mnority and majority |eadership, and
i ndi vi dual nmenbers of Congress. In addition, we al so
conduct revi ews at our own i nstigation that deal with
i ssues that we believe are currently rel evant.

We're an agency of about 3,500 people in
Washi ngton, DC and spread throughout six regional
of fices. Qur current head is Conptroller General of
the United States, currently David M Wl ker. And our
job is to provide information to the Congress on

what ever i ssues they feel are of interest at the tine.

Next slide, please. Qur current efforts
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on radioactive materials were at the request of
Senat or Daniel Akaka, who is the Chair of the
Subcomm ttee on International Security, Proliferation,
and Federal Services of the Senate Governnental
Affairs Conmttee.

He sent us a request back in January of
'02 that requested that we take a | ook at a --

CHAI RMAN CERQUEI RA: If | could just
interject for just one nonent.

MR. COLES: O course.

CHAI RVAN CERQUEI RA: It woul d be useful |1
think for the commttee i f maybe we can get copi es of
t hese sl i des done afterwards since we don't have t hem
now.

MR. COLES: Absolutely. W' ve prepared
sone.

Senat or Akaka wrote to us in January and
asked us to take a | ook at the probl emof radiol ogic
sources worldw de, a rather |arge task.

We have divided our effort into three
sections. W are |ooking at nmaterial used
donestically, internationally, and then we al so have
a third job that's an aeroscope review of the
Depart nent of Energy's O fsite Source Recovery Program

that primarily deals with greater than Class C
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materials, storing them at Los Al anps for eventual
di sposition.

W are in the mdst of working with a
variety of state, federal, and international agenci es:
the I nternati onal Atom c Energy Agency to t he Nucl ear
Regul at ory Commi ssi on, t he Conmmi ssions, the Ofice of
State and Tri bal Program Nucl ear Materi al s Saf eguard
and Safety, Nuclear Security Incident Response, the
regi ons.

We are working with the Organization of
Agreenent States, the Conference of Radi ati on Contr ol
ProgramDbDirectors. We will be neeting with the Food
and Drug Adm ni stration, the Departnent of Defense,
State Departnent, Intelligence Conmunity. And we're
al so going to neet with a selection of |icensees,
manuf acturers, users of material to get their viewon
this issue.

If I could have the next slide, please.
The donestic review is divided into three primry
gquestions. First of all, we're asking a very general
question: What is the extent of theissue? For this,
we're trying to get sonme idea of the nunmber of
i censees there are in the United States, what types
of material s are bei ng used, what uses these material s

are being used for, and I'Il go into how we're doing
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that in just a nonment.

The second questionis: Howeffectiveis
the current regulatory framework? And third: What
activities have NRC and/or the states or other
entities entered into after the Septenmber 11th
terrorist attacks to change, inmprove, nodify the
regul ati on of nuclear materials inthe United States.

Next slide, please. How do we plan to
conduct our work? We will be sending surveys out to
t he agreenent states, al so the non-agreenent states,
and the NRCregions. In an attenpt to put together a
nati onal database of nunbers of |icensees, conbini ng
t hose dat abases that currently exi st at the NRC and at
the Agreenent State |level to get sone idea of the
scal e of the issue.

The second part of the survey is goingto
be nmore qualitative efforts to ask the states and t he
regi ons about howthey go about enforcing regul atory
framework that's in place, asking themwhat changes
need t o be made, where t here are gaps, weaknesses, and
really where the strengths are as well.

Inaddition, we plan to go and speak with
a sanple of Ilicensees from every part of the
regul ati ons that are currently subject to |icense,

concentrating primarily on byproduct. We'Il| al so get
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i nto source and speci al nucl ear materi al as wel |, but
concentrating primarily on Part 30 series.

We plan to conduct survey pretests in
Novenber, sone post-testing in January, and do a | ot
of our fieldwork just after the first of the year of
visiting |icensees and speaking with people in the
nucl ear materials community. Our final reports are
expected sonmetime in the |ate spring of 2003.

We're al so going to be participating in
several | MPEP reviews, the Integrated Materials
Eval uati on Program that NRC conducts of the agreenent
states and al so of the regions, to get sone idea of
howt he NRC eval uates their own efforts, eval uates t he
Agreement State efforts at i nspecti on enforcenment of
regul atory framework.

Next slide, please.

DR. DIAMOND: |'msorry. What does the
acronym | MPEP stand for again?

VR. COLES: Integrated WMaterials
Performance Eval uation Program Thank you.

I nt egrat ed Material s Per f or mance
Eval uation Program That programis conducted by --
for the NRCregions, it's conducted by NMSS. For the
agreenent states, it's conducted by the O fice of

State and Tribal Programs. I1t's a reviewthat goes
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t hrough methodically step-by-step of segnents of
Agreenent State regul atory prograns and eval uat es t hem
based upon sonme fixed criteria.

We're going to be observing some of those
reviews and commenting onthe criteria that are used
to evaluate NRC and state regul ation.

What are sonme of the goal s of our revi ew?
First of all, we want to provide an educati on on the
regul ati on of nuclear materials to the Congress by a
neutral third party. In this day of concern over
"dirty" bonbs and other sorts of msuses of
radi oactive material, there's a ot of information
goi ng around out there and we want to provi de t he nost
accur at e and unbi ased source of i nformati on we canto
our clients up on Capitol Hill.

The second goal of our review is to
provide the Bush admnistration with sonme best
practices of what's currently going on in the
radi oactive material regul ati on conmunity, cooperation
bet ween t he states and t he federal governnment, ideas
t hat can be extended t o ot her areas of regul ati on. W
want to provide the adm nistration with sone ideas.

The third thing, we want toidentify some
of the successes of the current regul atory framework

and al soidentify some of the gaps and weaknesses and
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make any recomrendations for change.

You fol ks have been i nvol ved recently in
maj or changes of Part 35. We want to discuss that.
We want to discuss the process that you fol ks went
t hrough on the Part 35 regul ati ons, your ideas of
wher e gaps still exist or some strengths that coul d be
extended to ot her areas.

And then finally, we want to exam ne t he
need for | egislative changes. | put as an exanpl e up
t here, possi bl e nodificationof the Atom ¢ Energy Act
to provide for NRCregul ati on of accel erat or-produced
materials. That's oneidea. W' re not advocatingit.
We're not not advocatingit. It's sinply anideathat
been put forward to us.

And we want to go through sonme of those
ideas andtalk tothe Hi Il and see: Are there changes
needed of the Atomic Energy Act or the other
aut horizing legislation of the NRC?

Next slide, please. Finally, just sone
contact i nformati on. What we want to dois, over the
course of the next five or six nonths, we will likely
be in contact with nost of you, if not all of you, on
the Advi sory Conm ttee to sit down and talk with you
about your jobs on the Advisory Commttee and where

you t hink the current regul atory programstands for
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the protection of radioactive materials.

It's avery broad scope review, but we're
interested in talking with anyone. And if anyone
w shes to contact us with ideas, perspectives, things
you woul d want us to comruni cate with our clients on
Capitol HiIl, we are nore than happy to neet with you
at any point in tine.

| appreciate your time, and I w sh you
luck in today's neetings. Thank you.

CHAI RMAN CERQUEI RA: Do we have any
guestions?

Ri chard and then Davi d.

DR. VETTER: Can you share with us the
notivation for this exercise, other than the fact that
a nenmber of Congress has requested it?

MR. COLES: | don't want to speak for
Senat or Akaka and his individual notivations for
requesting this work. But what | can say is this.
Every commttee uponthe Hi Il that has aninterest in
this subject i s being bonmbarded with informationfrom
a variety of sources on what radioactive materia
could be used for in a terrorist situation.

Senat or Akaka want ed soneone obj ectiveto
come in, who didn't have an iron in the fire, to

educat e hi mon howr adi oactive materi als are regul at ed
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inthe United St ates because there are very few peopl e
up on the Hill who have a know edge in the non-
weapons, non-power side of NRC s work.

This is really one of the first broad
scope efforts that has been conducted to try to give
the Hill an education in this issue. And so, they
cal | ed upon us as soneone who real ly doesn't have an
axe to grind.

DR. VETTER: But it looks like it's much
broader than security. The questions will be nuch
broader than security.

MR. COLES: That's correct. | would say
that security is probably the primary thrust, but
we're going to be getting into a lot of different
areas as wel | .

| think security will formthe focus of
our third objective. That is the neasures that have
been i npl enent ed si nce Sept enber 11'". But, the ot her
areas are nmuch broader than that.

CHAI RMAN CERQUEI RA: Davi d?

DR. DI AMOND: Thank you very nmuch for your
present ation.

| did want to point out again that a | ot
of this will have very little bearing on security

i ssues. But ny question is this.
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In the radi ati on oncol ogy community and
per haps i n the nucl ear medi ci ne community as wel |, we
have a concern. And that concernis that with all of
this newl egi sl ati on bei ng pronul gat ed, an anount of
regulation that is wvery difficult for these
i ndividuals or even for the societies to fully
monitor, that there may be regul ations established
t hat may have an adverse i npact on our ability to use
nucl ear material s for nedi cal uses appropriately, and
how can we go and nonitor these reans and reans and
reams of docunments and comments and proposed
| egislation given our limted resources?

What advice do you have on this regard?

MR. COLES: An excellent question, and
think that's precisely the reason why we' ve been asked
to sort of step into the fray.

Ri ght now, there's so nuch information
bei ng thrown at the Congress that everyone is afraid
t hat the Congress will act with newlaws and NRC wi | |
be forced to act with new regul ati ons that are not
adequately infornmed by the true situation out there.

What we want to do is we want to provide
at | east a bal anced perspective onthis is where the
threat is, these are the things we need to be

concerned about, and these are the things we don't
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need to be concerned about that will sinply be
addi ti onal burden upon the licensees, and try to
convince our clients that a broad-brush approach is
not going to work and that you need to be a | ot nore
specific and a lot nore focused in your efforts to
address where the true threats are.

DR. DI AMOND: As a foll owup coment, we
too as a committee need to be educated on these
issues. And | was very di sappointed that we did not
have our planned security briefing today.

| would just liketodirect these coments
to M. Essig, saying that we need to be educated on
t hese i ssues and | was di sappoi nted, | amdi sappoi nted
that that briefing did not occur.

CHAI RMAN CERQUEI RA: Those are good
coment s.

When your committee does this work, are
they going to go back to | ook at sort of previous
reviews | i kethe Institute of Medicinereport that was
done in '95?

MR. COLES: We are in the mdst of a
literature search to see where previous revi ews have
been done, and we'l | integrate those into our work as
appropriate. There are a lot of reviews out there,

and any suggestions that can be given to us as to
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t hi ngs we need to | ook at, pl ease bring themforward
because | have a feeling we will m ss sone things in
t he process.

CHAI RVAN CERQUEI RA:  Wel |, | think that
this commttee and t he nenbers, who represent vari ous
factions of the regulated community, would be very
happy and willing to supply input.

Now, | apologize. | didn't catch your
name. Are you Ryan?

MR. COLES: M nane is Ryan Col es, yes.

CHAI RMAN CERQUEI RA:  So are you t he person
that should be contacted initially?

MR. COLES: |'mthe | ead GAO of ficial on
this review, subject to managenent approval.

(Laughter.)

MR. COLES: But 1'm heading up this
review, along with ny two col |l eagues: Peter Ruedel
and Heat her Von Behren, who are sittinginthe second
row back there.

CHAI RMAN CERQUEI RA:  Wel |, great. Again,
| think the commttee as a whole, as well as
i ndi vi dual nmenbers, representing vari ous prof essi onal
medi cal societies woul d be very happy to hel pyouw th
this effort.

Thank you very nuch.
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MR. COLES: | appreciate it. Thank you
very much

MR. ESSIG If we could resune with the
agenda, there's just a mnor nodification. The

briefing that we have schedul ed on t he updat ed st at us

of the training and experience reconmendati ons from

the commttee, we're still going to cover that, but
maybe a little differently than we had earlier
t hought .

Tony Tse is in the audience. But as with
so many things, timngis everything andthe tim ng of
this issue is that the recommendations that are
currently with the EDOwaiting for sign-up, ready to
go to the Conm ssion. So, there isn't nmuch that we
can di scuss in the way of specifics other than | can
say that the recommendations fromthe subcommttee
occupy a prom nent place inthe paper that went forth.

We have suggest ed anot her option. Well,
there are actually three options total in the paper.
But for all intensive purposes, the principleoptions
are yours and then a smal |l variation that we made on
your recommendati on.

CHAI RMVAN CERQUEI RA: So t he designated
federal office |ooked at our recommendations and

proposed some nodifications?
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MR. ESSIG It was primarily in one area,
and that was where the accepted boards would be
|'isted. Your recommendati on had sai d that they woul d
be listed in the regul ations thensel ves, and we've
proposed a variation on that.

CHAI RVAN CERQUEI RA:  Jeff?

DR. WLLI AMSON: Could we get a copy of
the final report?

MR. ESSI G As soon as the Comm ssion
authorizes its release. That's what | nmeant when |
said"timngis everything"” becauseit's currently on
its way to the Comm ssion. And if the Comnm ssion --
when they authorize its release, it's --

CHAI RMAN CERQUEI RA: Well, | think it
woul d' ve been good to send it back to the commttee.
| mean there was quite a bit of tinme and work on it.
And certainly as an advi sory comm ttee, we spent the
time and effort and --

DR. W LLI AMSON: Yes, and we all have
security clearances and are quite capable.

DR. DI AMOND: M. Essig, once again |I'm
very disappointed by this lack of feedback and
communi cati on.

Under Dr. Vetter's | eadership, several of

us spent a lot of tinme this sumer in a very, very
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ti ght schedul e devoting work to these i ssues. Thisis
the tinme, this is the venue we're supposed to go and
di scuss it.

Why am | here?

(No response.)

DR. DIAMOND: | nean |I'm just asking a
very basic question: \What is going on here?

CHAI RMAN CERQUEI RA:  Wel |, 1 think we had
a question.

MR. ESSIG Well, you' re here to provide
advi ce. You provided your advice. W accepted it,
and we made a recomendation to t he Comm ssi on based
on your advice.

DR. DI AMOND: But we don't have any
f eedback? We don't have any --

CHAI RMAN CERQUEI RA: Ri ght. Again, we've
gone through a whole process of Part 35 revision,
whi ch was an interactive sort of process with feedback
and, you know, quite a bit of interactive with the
staff level and with the support people for the
Comm ssioners. So, this is sort of unprecedented in
terms of the work that the conm ttee has done in the
past, to not have gotten feedback.

It does represent a break in the

precedent. And | guess Dr. Di anond's questionis: Is

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

101

there a reason for that?

MR. ESSIG It's well taken. But | had
checked wi t h ny managenent prior to com ng here to see
what | could say today, and basically that's pretty
much it -- the fact that it will be soon with the
Comm ssi on, either today or this week. And as soon as
they authorize its release, then you'll see what --

DR. W LLI AMSON: Why coul dn't we have
di scussed it in our closed session then?

MR ESSIG [|'msorry?

DR. W LLI AMSON: Why couldn't we have
di scussed the nodifications made in the final report
during our cl osed session? | mean why wasn't this --
| really share Dr. Di anond' s outrage at the fact that
t he nodi fi cati ons nade t o our proposal were not shared
with this commttee, and we did not have the
opportunity to provide any feedback.

CHAI RMAN CERQUEI RA:  And t he Chai r man had
specifically made the request to the staff to have
this material discussed and made avail able, and it
just wasn't done. Sothat's clearly -- you know, it's
di sappointing, and | think it does break a precedent
that's been established.

MR. ESSIG | apol ogize for that, and

don't know what |'m able to do about it at this
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juncture.

CHAI RMAN CERQUEI RA: Ral ph?

MR. LI ETO Two questions. You said you
checked with nmanagenent. |Is that Dr. Kuo?

MR. ESSIG  Yes.

MR. LIETO M other question is: Wen
t hese changes wer e suggested, alternatives were being
finalized and were going to be submtted to the
Conmi ssi on. Why could we not have shared that
i nformation?

I n ot her words, why coul d not t he changes
t hat the staff was recommendi ng have been sent to the
conmmttee? 1s there sone |egal precedent why that
coul d not have been done or sonme staff policy?

MR. ESSIG Not that |I'm aware of.

DR. W LLI AMSON: The ot her issue | think
is we could use the tinme, we still can use the tinme
effectively | think to di scuss any remai ning fall out
fromthis proposal and determne if there are any
weaknesses or concerns regarding our proposal
subsequent|ly.

CHAI RMAN CERQUEI RA: Ri ght . Are you
prepared to do that, to give us --

MR. ESSIG The alternative that we had

cone upwiththat differs fromthe commttee is where
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t he approved certifying bodi es would be |listed. You
had suggested they be listed in the rule. W have
suggested that it be on the website. That's the only
di fference.

CHAI RMAN CERQUEI RA: So that's relatively

MR. ESSIG That's what |'msaying. It's
a mnor difference.

DR. W LLI AMSON: Wel |, concerns have been
rai sed by the community based | think on the proposa
as it was presented at the public neeting. And you
know, | think there was somethinginwitingthat was
circulated to the public.

Certainly one area of concern is what
types of board certification nmake one eligible to be
a radiation safety officer. And concerns have been
raised to me privately by one of the organizations
r egar di ng whet her t he boards i n radi ati on oncol ogy and
medi cal physics can neet even our revised standard.

CHAI RMAN CERQUEI RA: All right. O her
comrent s?

Dr. Nag?

DR. NAG. Yes. | think at the | ast
nmeeting we had with the Conm ssioners, the ACMJ

expressed our concerns that we are t he advi sory body.
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We give our advice to the NRC, and we don't get
adequat e f eedback back fromthe NRCstaff to us. And,
the Comm ssioners instructed the NRC staff to make
sure that this concern is addressed.

| wouldliketoreissuethat inthe public
forumthat the Comm ssioners have i nstructed the staff
to provide feedback back to the ACMJl and t hat i s not
bei ng done.

CHAI RMAN CERQUEI RA:  All right. Well, |
thinkit still would be very inportant to get feedback
tocertainly the subconm ttee t hat was charged t o make
t hese revisions, as well as to the whole comm ttee.
Again, it was a fairly long and conplicated and
i nvol ved docunent.

I[t's still unclear internms of the website
desi gnation verses in the text. There was a whol e
i ssue of the process of revi ewi ng boards, whi ch boards
wer e approved. So, we still need to get sone
clarification on where that stands.

MR. ESSI G Whuld it be possible to
schedul e a subsequent conference call? Wuld the
committee be anenable to that?

CHAI RMAN CERQUEI RA: Wul d the commi tt ee?

(Chorus of yeses.)

MR. ESSIG W'retalkinginthevery near
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future, as soon as physically possible to do it.

CHAI RMAN CERQUEI RA:  Ckay. Again, | think
the preference of the commttee would' ve been to
certainly have di scussed it duringthe cl osed session
if you felt that there was sonme secret of nature to
t hese things or things that weren't for public review
But, | think a conference call would be appropriate.

| guess with conference calls though, for
the whole commttee, you'd have to go through a
process, which takes tinme and effort. And, | thinkit
does have to be open.

MR. LIETO One question about a
conference call verses a closed session. A closed
session, we could have the informationin front of us
to | ook at and then stays here with the Conmm ssi on.
A conference call, you're not goingto be ableto send
us anything via email or any ot her neans that we can
have in front of us when we discuss this.

So, |' mki nd of wonderi ng what we' re goi ng
to be able to di scuss other than -- without havingto
see what's actually been presented.

CHAI RMAN CERQUEI RA:  Jeff?

DR. W LLI AMSON: | don't think that's
true. I think in a public nmeeting we can have

classified materials before us as | ong as we don't
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share our paper copies with the public. Certainly,
we've had pre-decisional materials in our packet
before at public neetings.

CHAI RMAN CERQUEI RA:  Wel I, 1 think again
--and I"mstill not clear whether this is sort of a
| ack of planning or just a lack of ability to share
the material. It sounds |ike perhaps it was the
initial because we have, as Jeff has sai d, we have had
a lot of interactions in the past with Part 35
revisions, both before things went to the
Comm ssioners and after t hey went to the
Comm ssi oners.

And so, this does sort of break a
precedent with not being able to get feedback in
review. |'d suggest that if a conference call is any
way to do it, that we go forward with that. But it
woul d be, | think, inportant for the committee to do
its work to have that material ahead of tine so we
couldreviewit rather thanjust hear it for the first
time during the conference call.

MR. ESSI G That woul d our i ntent, to get
it to you ahead of tine.

CHAI RMAN CERQUEI RA:  Ckay.

MR. BROAN:. Dr. Cerqueira, could | speak

fromthe side here? This is Fred Brown.
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It's unfortunate Tom s coveringthisitem
because the paper has not been in the organi zation
t hat Tomheads up, just for point of clarificationin
terns of shooting the nmessenger.

Your points were well taken and maybe if
| could just recast what was said slightly
differently. There were no changes made to the
ACMUI "s recommendati on. And the staff that was
involved with that paper very much appreciated the
wor k that was done and has a | ot of respect for it.
And | think when you see the paper, you will see that
t hat fundanent al appreciate and respect for what you
did is going straight to the Conm ssi on.

In the process of putting together an
opti ons paper, whichis what the staff was directedto
do by the Comm ssion, we felt conpelled process and
regul atory process-wi se to have not just the ACMUI's
reconmendati on or areconmendati on wor ked out with the
ACMUI, but ot her options as well. That doesn't change
what the preferred option is.

But, there was a process perspective t hat
drove us to the point that we're at today, right,
wrong, or indifferent. And | understand your
feel i ngs about that as a committee. As Tomi ndi cat ed,

we'll take those back and they're well noted and
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under st ood. But hopefully when you see t he out cone,
you' Il feel better about it.

CHAlI RMVAN CERQUEI RA: Wl |, | think we'd be
reassured when we see. But | think you' ve kind of
sensed our general unhappi ness with the process. And
it does break precedence that we've set in working
with the designated federal official and the
Comm ssi oners.

To keep on schedule, just a few |ast
closing brief coomments. Ral ph, Subir, and t hen Jeff.

MR. LIETO Roger, | appreciate your
comments interms of reassurance. | guess the concern
isthat there are obvi ously options that went in, and
it's not clear where the ACMJI recommendati on was
ranked in those |list of options.

If you had five options and it's at the
bottom | think there would be a pretty high | evel of
concern and | think we woul d' ve want ed t o be prepared
to coment at this neeting about that. But not having
t hat i nformati on, we don't know whet her to feel good
or --

CHAI RMAN CERQUEI RA: Be reassured or just
not know.

Subi r?

DR. NAG Yes, | think we woul d definitely
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have want ed t o know what the ot her options were. W
woul d' ve |iked to have known that.

CHAI RVAN CERQUEI RA: Last word fromJeff.

DR. WLLI AMSON: Yes. | would velikedto
have had a nore techni cal detail ed di scussion, where
we go over it section by section with the staff
menber s t hat have previously revi ewed the credenti al s
of the various boards to make sure that we've got it
right this tine.

| think we can't afford to get it wong
this time. To use a catch phrase, "The devil is in
the details.” If one word is wong, it could
potentially continue this dangerous situation where
board certificationis marginalized. So, | think we
coul d' ve very productively usedthetinmeto go over it
section by sectionto determineif wefinally have it
right.

And in fact, the mmjor reason this
subcomm tt ee and t he whol e parent comm ttee wanted t he
boards hardwired in the rul e | anguage, the i ntent was
to force NRCstaff to vet these proposed regul ati ons
agai nst the boards as they currently exist to make
sure there's not a problem

So, that is mmjor concern. | would' ve

li ked to have seen sone of the tinme used to run
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t hrough the details one noretine with the appropriate
staff nmenmber who has the nobst know edge about the
operations of the boards.

CHAI RMAN CERQUEI RA: | guess as sort of
the closing point onthis is there sone idea of the
timeline for when you'll be able to share this
i nformati on, when we coul d set up t he conference call,
and who on the staff will be setting it up?

MR. ESSI G We can ask for a tinely
approval by the Comm ssion to release it to the
commttee for itsreview | don't have a good i dea at
this juncture as to howlong that m ght take. But we
m ght be tal king on the order of maybe a coupl e of
weeks or thereabouts, maybe a nonth, within the nonth.

CHAI RMAN CERQUEI RA:  And wi || Angel a be
handling the details for the conference call?

MR. ESSIG Yes. Yes. So we woul d set up
a bridge and have folks call into it.

CHAI RMAN CERQUEI RA: Okay. So that takes
care of the presentation that we didn't get on the
training and experience recommendations from the
commi ttee.

| guess the next itemis the Agreenent
State conpliance with Part 35. And Part 35, | guess

LIl oyd Bolling will be doing that. M. Bolling?
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And | had requested this be onthe agenda
because with the current Part 35 and t hen t he wor k of
Dr. Vetter's commttee, startingwiththe trainingand
experience, there was still a lot of concern as to
whet her we woul d have a uni fi ed process or whet her we
woul d still continue to have a | ot of fragnentation.
We've had sonme concerns by people who run training
prograns and what they're goingtotell their trainees
or how they should instruct their trainees.

So Ll oyd, you'regoingtotell us howit's
goi ng?

MR. BOLLI NG Yes. Good norning, and
t hank you for inviting me.

CHAI RMAN CERQUEI RA: We've killed one
nmessenger so we're --

MR. BOLLING  Ready for the next.

(Laughter.)

MR. BOLLING What I'dlike to dois just
gi ve you a brief overvi ewof what the Agreenent State
Programis about and then I'Il junp right into Part
35, the training and experience, and conpati bility of
regul ati ons.

First, it was interesting when | got the
invitationto cone and speak, thetitle was "Agreenent

State Conpliancew th Part 35". That's aninteresting
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choi ce of words because generally we don't use the
work conpliance when we speak about states.
"Conpliance" is usually sonmething that we use inthe
real mof |icensees. But "agreenment"” is what we use
w th agreenent states.

The Atom c¢ Energy Act was anended to add
Section 274. And that section of the Atom c Energy
Act all ows the NRCto relinquish, and at the sane tine
t he states pi ck up or assune regul atory authority over
certain materials and certain activities. The
mat eri al s are byproduct materials, source materi al,
and speci al nucl ear mat er i al in quantities
insufficient to forma critical mass.

CHAI RMAN CERQUEI RA: These slides are in
t he agenda booklet. For those of you who want to
follow them you can

MR. BOLLING  Next slide, please.

In order for a non-agreenment state to
transitionto Agreenent State status, there has to be
aninitial findingof adequacy and conpatibility. And
t hen once the state has signed, that is the Governor
si gns and t he Chai rman of the AEC/ NRC si gns, thereis
a continuing programto make sure that the agreenent
st at es mai nt ai n adequat e and conpati bl e prograns. And

"Il get intothat alittle bit further in one of ny
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ot her slides. That basically is the | MPEP program

One way that we make sure that the
agreenent states are mai ntaini ng conpati bl e prograns
is we review the proposed and final rules that are
pronul gat ed by t he states by both the techni cal staff
and the |l egal staff. So, that is for states that are
entering the program

Non- agreenent states that would like to
beconme an Agreenent State, they submt their statutes
and regul ations to us, we reviewthem nake sure their
conpati bl e, and then we hand themover to the | egal
staff. The | egal staff passes judgnent on them and
thentheinformationis funnel ed back to the states on
any issues that need to be resolved or fixed. And
t hen when the final rules are adopted and i n effect,
a copy of those is sent to us and we revi ew t hose as
wel | .

Next slide, please. The conpatibility
determ nation process, it looksalittlelaborious but
itisn't quite. The proposed rul e or programel enent
is reviewed accordingtothis like aflowhart. And
what we do is we take the rul e or the programel enent
and we ask our sel ves whet her or not therequirement is
exclusive to NRC

An exanpl e of that would be if there's an
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i nport conmponent or is this a reactor or a fuel
fabrication plan, which the agreenent states are
specifically prohibited from regul ating. If the
answer to that question is "yes", then that rule or
that programel enent is reserved to the NRC, and the
Agreement State nmay not by | awregul ate that portion

of the activity.

If the answer to that question is "no
it's not applicable, we junp downtothe next criteria
and we ask oursel ves whether this is a basic radiation
protection standard, an essential definition, aterm
a sign, or alabel. If the answer to that is "yes",
then we assign a Category A to that rule or
requi rement. And, it nust be essentiallyidentical in
t he Agreenent State regul ations.

Now, "essential identical" does not nmean
verbatim It nmeans can the licensee read the
Agreenent State regul ati on and NRCregul ati on and cone
to the same conclusion as to what i s required of thenf
And if it varies beyond sone acceptabl el evel, then we
must insist that they change their rule to nake it
conpati bl e.

I f the regul ati on or el enment does not neet

this standard, we junp down to the next one and we

our sel ves: Is there a direct transboundary
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inplication? | believe the termin our guidance on
this is "direct and significant transboundary
inmplication". |If the answer is "yes", then it also
must be essentially identical inthe Agreenent State
regulation as it would be in the NRC.

There is basically no difference in the
way the regulation nust appear if it's an "A" or a
"B". It's just that the reason is different.

If the answer to this is "no", we junp
down to the next criteria. And in this one, we ask
ourselves: Isthereaconflict, gap, or aduplication
of effort created if the state does not adopt this
particul ar regulation? If it is, thenthey nust adopt
it and have a new term essential objectives. The
state nmust have the essential objective in their
regul ati on. However, they may choose to be nore
restrictive.

If the answer to the next question is

no", we junp down to health and safety. I f the
regul ati on or programel ement has a heal th and safety
conponent, then we insist that the agreenent states
have maintained the essential objectives in the

regul ati on as the NRC rul e has.

Andif the answer tothat is "no", that is

if the new regul ation or program el ement does not
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contain any of the above criteria, then we assign it
a Category D, and we do not insist that the agreenent
states adopt that particular regul ation.

Yes?

DR. WLLI AMSON: What isthedifferencein
i nplications of "H&S" verses "C'?

MR. BOLLING The H&Sis if the regul ation
does not have a conpatibility conponent to it, but
thereis a health and safety requirenent that we feel
shoul d be covered, then we'll assign that H&S. It
wi || have to have t he essenti al objective, althoughit
does not have to be identical.

DR. WLLI AMSON: But they could be nore
restrictive?

MR. BOLLI NG They could be nore
restrictive, yes. 1In that respect, the "C' and the
"H&S" are simlar.

Next slide, please. We come to the
training and experience regul ati ons.

When we wer e promnul gating t he regul ati ons
in Part 25 and we cane across the T&E question, we
realized that there were sone di sconnects. Andthat's
the reason for the two-year transition period.

The T&E for authorized users is a

conpatibility Category B. And the reason for that is
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that the Conm ssion felt that we had to have sonme set
of uni formstandards throughout the country so that
physi cians trained in DC coul d go to Oregon and t ake
their qualificationswiththemand be |licensed just as
they woul d in any other NRCterritory. So across the
Uni ted St ates, physicians woul d be able to be licensed
in agreenent states and NRC territory with the sane
criteria.

The Cat egory B requirenents have directed
significant effectsinnultiplejurisdictions. That's
what that neans. Agreenent states should adopt
regul ati ons essentially identical to NRC, and this
applies to radiation safety officers, physicians,
nucl ear pharnmaci sts, and nedi cal physicists.

Next slide. The term "legally binding
requi renments” i s sonet hing that you may not have heard
bef ore. When an Agreenent State regulation is
determned to be a matter of conpatibility, the
agreenent states have three years generally to adopt
a simlar and conpatible rule. Because of the way
regul ati ons are pronul gated i n agreenent states, this
may not be possi bl e.

So, we have sonething called a legally
bi ndi ng requi renent and that may take the formof an

order or licensed condi ti ons, which can be used as an
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interim measure until agreenent states have the
opportunity to pronulgate a rule.

These | egal | y bi ndi ng requi renents by t he
way are generally applicable to entire categories of
| icensees. For instance, if alocking nechani smon a
tel et herapy machine was found to be defective, we
coul d i ssue an i ssue, the Agreenents States can i ssue
an order whichis legally bindingonall |icensees of
that category until suchtime asthetimis fixed or
a rule is pronulgated which will cover that problem

Next slide, please. The | MPEP process i s
one of the ways we use to determine if the agreenent
states are mmi ntaining the conpatible and adequate
progranms that they said they woul d when they signed
t he agreenent with the Conm ssion.

In the area of non-common perfornmance
i ndi cators, regulations and program elenments are
contained within that indictor. So, this indicator
has three ratings that are applied to states and/ or
the NRC. -- the NRC actually does not get reviewed
against this criteria -- satisfactory, satisfactory
with recomrendati ons for | nprovenent, and
unsati sfactory.

So when we do an | MPEP review of an

Agreement State, we | ook at their regul ati ons and we
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det er m ne how many regul ati ons t hey have t hat neet t he
t hree-year requirenment, how many have not net the
requi renent and by howlong. And then if there are
substanti al nunbers that have not net the three-year
requirement, they fall into the wunsatisfactory
cat egory.

Next slide. Thisslideisatinetablefor
the different Part 35 requirenents.

As you know, in April the rule was
published. Just |ast Thursday, it becane effective
and so did the two-year transition period begin for
subpart J, and the three-year conpatibility period
began for the agreenent states.

Two years fromnow on COctober 24, 2004,
t he subpart J two-year transition period ends. And a
year |l ater, the Part 35 conpatibility period ends for
agreenent states. So, the agreenent states have until
Cct ober of 2005 to adopt a conpati bl e rul e and/ or as
an interim nmeasure institute legally binding
requirenents.

Now, at the | ast ACMJI neeting, | guess it
was in February, | indicated that I would poll the
states to find out what progress they' re making
towards instituting their rule. O course, at that

time the rul e had just been published and was not yet
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effective.

But, all states responded to the survey.
Ei ght states said that they would have a conpati bl e
rul e by the end of 2003. In addition, two states said
that they'd have a conpati ble rule by 2004. And the
remai ni ng 22 states said that they woul d have one by
the end of the three-year conpatibility period
Oct ober 24t of 2005.

CHAI RMAN CERQUEI RA:  Now, was that for all
el ements or just thetraining? You asked specifically
for the training and experience?

MR. BOLLING No, no. This was for the
entire rule, all right?

CHAI RMVAN CERQUEI RA:  Yes.

VR. BOLLI NG That concl udes ny
presentation. |f you have any questions --

CHAI RMAN CERQUEI RA: That's really very
good, LI oyd. | appreciate your com ng here and
sharing this with us.

| had hoped to get sonebody fromthe OAS
to come because | had heard that there was sone
runbling that it may be difficult for training and
experience to get full inplenmentation, and t here may
still be. But because of funding issues, we weren't

able to get anyone.
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And Ruth, can you give us sone insight?

MS. MCBURNEY:  Yes. I think the main
concern there was that nost of the states don't want
to do a two-step process. They don't want to do al
t he stuff except the training and experience. They're
waiting to hear what's going to cone out of any
changes that my be mde to the training and
experience requirenents before they adopt the whol e
rul e, instead of taking what's "conpatibility"” nowand
putting that in place and then having to go back and
change the trai ni ng and experi ence requi renents once
this other rule is devel oped.

So, | think that's the delay on a | ot of
them They don't want to have to do two rul emaki ngs.
They just want to do one.

CHAI RMAN CERQUEI RA:  So they heard that
Dr. Vetter's conmmittee was wor ki ng on sonmethingtofix
sone of theissues relatedtothe nedical physicists,
t he aut horized nedi cal physicists?

MS. MCBURNEY: Right, and the authorized
users.

CHAI RMAN CERQUEI RA:  And that's part of
the reason why it was very inportant for us to get
sone i dea fromthe designated federal official as to

where that stood because we had hoped to get that
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i npl enment ed so when t he t wo- year extensi on of the ol d
as wel |l as the new st andards were basically no | onger
effective, that this new rule would kick in. And
that's why I think Dr. Vetter and his commttee did
such great rapid work.

Okay. So we're still uncertain is what
the bottomline is.

Jeff?

DR. W LLI AMSON: What is the status of the
suggested state regulations wth regard to
conpatibility with Part 35, and what rol e does this
play i n t he general acceptance of the Part 35 changes
anong the agreenent states?

MR. BOLLING Well, a nunber of NRC st aff
are advisors to the CRCPD Committee that is revising
their equivalent to Part 35. It's ny understanding
t hat a peer revi ewdocunent has been forwarded to t he
Executive Board of the conference. And, they wl|l
reviewit alongwth comments fromot hers advi sors and
then nove it forward.

The second part of your question, howdoes
that influence the agreenent states in adopting a
rule, in some states they copy the suggested state
regul ati ons al nost verbatim In other states, they

prefer to use the NRC rule.
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We' ve had sone ext ensi ve di scussions with
the states over certain portions of the suggested
state regul ations. It appears as though, based on our
review of the |ast docunent that we were presented
with, that those questions and concerns have been
resolved and the rule is essentially conpati bl e.

CHAI RMAN CERQUEI RA: | guess | just have
sort of a procedural question. Now, under 274 of the
AEA, we've got the NRC published Federal Register
Notice, and | et' s say Washi ngt on St at e because | |ived
there for 11 years. They don't always i ke totowthe
party |ine.

Now, under the 274 AEA, if Washington
State decides that inthree year they're not goingto
change anyt hing, they're going to go their own way and
continue to use existing regul ati ons or to have nore
restrictive requirenments for position, does the | aw
allowthe NRCto i npose conpliance or "agreenent" as
you like within say Washi ngton State?

MR. BOLLING MW boss is heading toward
the m crophone right now --

(Laughter.)

MR. BOLLING -- to bail ne out.

MR. LOHAUS: Thank you. Paul Lohaus.

Very good question, and it's a tough
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guestionthat we westlewith particularlyinthe area
of regul ations. And the answer isit reallyis-- the
answer is given through the | MPEP program and the
| MPEP process. There are several different aspects.

Oneisthere' s aset of objectivecriteria
that are identifiedin our management directive that
provi des a basi s to address conpatibility. And a part
of that process includes a review of concl usions of
that review team by a Managenent Revi ew Board.

And t he question that t he board soneti nes
westles withis if you have a particul ar section of
a regulation that may not nmeet the conpatibility
criteria, does that place the state in a not
conpati ble regime? Generally, the answer is "no".
It's different. It nmay not nmeet the criteria, but
it's not of sufficient significance that it places
that programin a not conpatible status.

You could then carry that logic to an
entirerule. And |I'mnot aware frommny experience of
a case where a state has not adopted a regul ation.
They may not in all cases have done that within the
three-year tinmeframe. But |I'mnot aware of a state
t hat has never adopted a regulation. There may be
differences inthat rule and the MRBi s goi ng to have

to make sone judgnments on the significance of those
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di fferences.

If you were to be faced wth that
situation, Dr. Cerqueira, the MRB woul d need t o make
a determ nation --

CHAI RMAN CERQUEI RA: [''m sorry. VRB
stands for?

MR. LOHAUS: |'msorry. It's a Managenent
Revi ewBoard. It's part of theintegrated materi al s,
performance eval uati on program

And very qui ckly, what you have is ateam
t hat conducts the revi ew agai nst an obj ective set of
criteria. Then, ny boss heads up a Managenent Revi ew
Board. Karen Cyr, our General Counsel is on that
board. | am Mary Virgilio from NMSS, and we al so
have an Agreenent State programnanager t hat serves as
a liaison to the board.

They hear the team s report, they listen
to the program and then they take a |l ook at all the
di fferent aspects and they mke the fina
determ nation relative to the adequacy and
conpatibility of the state's program

CHAI RVAN CERQUEI RA: But has that ever
been tested? | mean has the NRC ever taken action
agai nst any states?

MR. LOHAUS: We have found progranms not

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

126

conpati bl e on the basi s of not having put in placein
atinmly matter, regulations. |'mnot aware of any
testsrelativeto asinglerulethat was not adopted.

From nmy experience, that rule nay be
adopted in a longer tinmeframe. But |I'mnot aware of
any states saying, "W're not going to adopt that
regul ation.”™ Now, there may be portions within that
singlerule. Andsofar, | think the test has beento
| ook at the effect that that has on ot her prograns.

I n ot her words, when you' re | ooki ng at the
conpatibility part, what' s the effect of that state's
action on NRC or other prograns? And if it's
si gni fi cant enough, then the MRB woul d make a fi ndi ng
of not conpatible and expect the state to make a
change. |If it's not, then --

CHAl RVAN CERQUEI RA:  But whether they
could do that -- again, just to sort of boil it down
tothe nuts and bolts. Representingthe cardiol ogists
who have not traditionally cone in via boards in the
past, there's sone questi on howyou' re going to set up
your training prograns. And you hate to train people
who may neet criteriain sonme states, but not others.

Sonme t hat may be resol ved i n sone of these
board issues, but it's still sort of a practical

concern. Sone of my constituents are still expressing
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concerns and apprehensi on about it.
MR. LOHAUS: Yes.

DR. DI AMOND: M. Lohaus, if | recal

correctly of Category B, conpatibility category, it's
not necessarily essentially identical. Isn't it of
m ni mrum standard that, again, the states have the
purvi ewto nmake the regul ati ons nore stringent above
t hat ?

MR. LOHAUS: No. For Category B, the
state woul d have to have a rule that is essentially
identical. There may be sonme subtle differences in
t he word, but the actions that are required and the
actions taken by a licensee to conply with that rule
have to be essentially identical.

CHAI RMAN CERQUEI RA:  For Category C, they
can be norerestrictive accordi ng to what LI oyd sai d.
But Category B neans t hat because it does cross state
boundaries --

MR. LOHAUS: Right.

CHAI RMAN CERQUEI RA: Di ck?

DR. VETTER: Just to follow up on Dr.
Cerqueira' s question, and this perhaps nore of an
expression of frustrationthanit is a question, and

it relates to conpati bl eregul ati ons verses conpati bl e

progr ans.
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We live in aglobal econony, and nore and
nore healthcare systens are operating in nultiple
states. And yet, we are seeing, as nore and nore
states become agreenment states, we're seeing
significant differences anong i npl enent ati ons of the
programns.

Just to focus in on one, for exanple in
Part 35, adoptioninto Part 35, |' maware of one state
that is incorporatinginto their newregul ati ons al
of the guidance relative to Part 35. They're
i ncorporating guidance into regul atory space. That
becones very frustrating for |icensees that operatein
nore than one state.

And | can give you ot her exanpl es where
there are significant differences, not in the
regul ations per se, but in how the program is
i npl emrented. So | guess ny questionis: Wat can you
do about that? Perhaps there isn't nuch. It's nore
of a frustration |I'm venti ng.

MR. LOHAUS: Yes. The guidance is not
mandat ory.

DR. VETTER: It isif they incorporateit
into their regulatory space.

MR. LOHAUS: That's correct. And our

recomendat i on woul d al ways be t hat gui dance be what
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it is, and guidance not be adopted into a set of

regul ati ons.

However, | amaware that in sone states

there my be statutory provisions that the

conpl eteness, if youwill, of the set of requirenents
that a licensee would be subject to should be
reflected in a statutory regulation, if youwll, or

ot her legally bindingrequirenent. Andit does create
difficulties because it renoves flexibility interns
of the gui dance bei ng one approach, one acceptable
approach to neet the rules.

But, | think that's only in a few cases.
Maybe Rut h, you may have sone i nsights here too from
your experience. But | think there are sonme states
t hat do have some statutory requirenents across the
board for all states agencies that the guidance al so
needs to be reflected in their rules. And, it does
create a nore difficult situation. No question.

CHAI RMAN CERQUEI RA: O her questions for
Paul or for LIoyd?

(No response.)

CHAI RMAN CERQUEI RA: If not, I'dliketo
t hank you. Ll oyd, you've done a great job onthis and
you've kind of been the one constant behind the

program Thank you very nuch
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We're ahead of schedule. That's great.
Next item is discussion of the National Materials
Program Working Group Report. And Paul, you're
al ready seated there.

MR. LOHAUS: Okay. Let me first of all,
thank you and express ny appreciation for the
opportunity to be here.

VWhat |'d like to do is | have six slides
that | put together. 1'd like to use this to maybe
pick from where we were at the |ast neeting. We
tal ked about briefing you periodically to give you
information in terns of where we are on the Nati onal
Materials Program and that's what |'mgoing to try
and do today. And then, answer any questions that you
have.

Can | have the first slide, please? |
think you all have a copy in your handout as well.

| wanted to start out and real |l y hi ghlight
t hat we have a National Materials Programtoday. It
basically reflects the NRC and the collective
Agreenent State progranms. This programhas evol ved
and wil| continue to evolve. But today, we do have a
Nati onal Materials Program And basi cal | y what t he
programis is the collective NRC Agreenent State

progr ans.
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| want ed to hi ghlight four background or
reference docunents and we can tal k t hrough each one.
The first is an earlier Conm ssion paper, which we
tal ked about at the | ast neeting. But that provided
to the Conm ssion, the working group report for the
Nati onal WMaterials Program Working G oup, which
cont ai ned a series of reconmendati ons for Conmm ssi on
consi derati on.

The recomendations ranged from NRC
basi cal I y t aki ng back responsibility for all |icensees
to assigning responsibility to each of the states, and
a nunber of options in between.

And we t al ked about the alliance option,
whi ch was the working group's recomended option,
which to me really reflects a continuation of the
evol ution of the programof where it is today. It's
a programwher e t hey woul d be great er shared resources
and greater shared activities with the states.

Move on to the next. The second paper,
SECY- 02- 0074, provided for Comm ssion consi deration
five pilot projects. The purpose and intent of the
pilot projects is to provide a further base of
information on how the states and NRC can work
t oget her focused on the alliance process, sharing

resources, maybe | ooking to centers of expertise if
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the states have a particul ar area of expertise, and
t hat area of expertise berelied up to help address a
rul e or guidance area for the nation

The next paper was an addendum to the
pi | ot projects paper. What that paper didis provided
a recomrendation. And this in a senseto ne was sort
of a National Materials Programrecomendation. It
was a col | ective recomrendati on fromt he Conf erence of
Radi ati on Control Program Directors, from the OAS
Board, the Conference Board, and OAS Board, and the
NRC st aff.

The thought here was that in noving
forward and proceedi ng, what we should do is use a
bl ending of two of the options that were in the
Nati onal Materials Program Report. One was the
current program option, and the other the alliance
opti on.

And really what's refl ected heretoneis
really the blending in continued evolution of the
program where we're | ooking to see whet her working
groups, a higher | evel of state participationinthose
wor ki ng groups could help provide the support and
infrastructure that's necessary for the Materials
Program

Let's go on to the next one, please. The
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Comm ssi on considered those three papers, and in
August issued guidancetothe staff. As you're aware,
this is done through what's <called a staff
requi renments meno.

The Conm ssi on approved the recomended
opti on of the bl endi ng of the current programand t he
alliance options as we proceeded forward with the
pilots. They indicatedclearly that future direction
on t he Nati onal Materials Programand any opti on woul d
be dependent and be gui ded by the results of the pil ot
project effort.

They al so explicitly identified that we
shoul d seek and request comment froma broad spectrum
of stakehol ders, includinglicensees and non-agr eenent
st at es.

Let's nove on to the next one, please.
VWhat | tried to show here is sort of termed as
"Interrel ati onshi p of the Nati onal Materials Program "
But if you |l ook on the | eft-hand side, what's really
reflected when you look at this is that each of our
prograns, whether it be an Agreenent State programor
an NRC program has certain responsibilties that we
need to carry out: the basic day-to-day |licensing,
t he i nspection, response to incidents, we've got to

make we provi de adequate staffing, training for that
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staff, enforcenent investigations.

But, they're really sort of separate
activities that we each carry out to cover our areas
of responsibility. And they're basically key to the
nunber of |icensees that we each have.

On the right-hand side is refl ected what
| could call "Shared ProgramActivities." Andto ne,
this is sort of the key to the National Mterials
Program Things |like rule devel opnent, policy
devel opnent, gui dance devel opnent, programeval uati on,
and areas of that nature, thereis a shared aspect to
t hat .

And if you | ook at the box underneat h,
rat her than having two separate boxes, there' s one
box, and you'l| see adottedlinethere. | think part
of the thinking and part of the evolution of the
programis that that dotted |ine needs to begin to
nove further to the left.

In other words, given the |arger
proportion of Agreenent State | icensees thereis need
for agreater sharing, if youwll, of the regulatory
infrastructure work with the agreenent states. And
that's what reflected here.

And | think today NRC still carries the

LI ONS' share of that. In the future, we may see the
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states start doing nore. It nay stay as it is, but we
may see the states doing nore. And that's part of
what is being tested as a part of the future work in
t he program

DR. VETTER: Excuse ne. What do you nean
by "program eval uation"?

MR. LOHAUS: OQur | MPEP program what we do
isweinvolve Agreenment State representatives both on
review teanms and on the Managenent Revi ew Boar d.

| want to nake it very clear though that
thisis aresponsibility that is solely NRC s. They
may work with this and hel p conduct the review, but
the final bottomline determ nation is nmade by the
Managenment Review Board. But, 1it's an NRC
determ nation. It cannot be del egated, if youwll,
to the states.

Any questions on this? But | think --
what |'vetriedto dois sort of capture on one slide
sort of the spirit of the program And regardl ess of
howt he programinfrastructure activities are shared,
each of us are going to have to carry out the basic
LIONS' responsibilities of the regulatory program
the licensing, inspection, etcetera.

Let's nove on to the next slide.

CHAI RMAN CERQUEI RA:  Now i s sone of this
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related to budget? | nean just kind of shift it out
of the federal budget since the NRC is supposed to
gener at e enough revenues to pay for it. And so, you
share it with the agreenent states.

Are they going to buy into this?

MR. LOHAUS: This is -- you put your
finger on one of the keys here that was sort of the
genesi s for thinking about this further. Andthat is,
as the nunber of state |icensees increase -- we're
t al ki ng about 17, 00 or so now, wi t h NRC about 4, 000 - -
NRC was continuing to cover the LIONS share of the
regul atory infrastructure work, the research, therule
devel opnent, the gui dance devel opnment.

And the costs for that were covered
t hrough li censee fees. The thought was we ought to
| ook for a nore equitable sharing, if you wll,
proportional to the nunber of |icensees.

There are a nunmber of other factors.
There's off fee-based funding that was specifically
requested to address i nternati onal and Agreenent State
activitiesthat NRCcarries out totry and hel p reduce
the fee pressure that's there.

But | think the concept is still there,
that there may be sone cost sharing. There nmay be

sone efficiencies that can be gained. But, there's
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al so a technical expertise issue. As NRC | ooses
|icensees, the states may have the mpjority of
licensees in a particul ar category.

Wel | -1 oggi ng may be a good exanple. And
the expertiseinthat area may very well reside within
a state or few states as opposed to with NRC. And,
why shouldn't we use that expertise to address the
national picture as opposedto NRCtryingto do that.

So, there are a nunber of different
factors in here that we're going to be dealing with
and working as we go forward.

CHAI RMAN CERQUEI RA: Jeffrey? | think
Jeff's got a question.

MR. LOHAUS: Yes. |'msorry.

DR. W LLI AMSON: Maybe you're comng to
it, but it seemed in some of the notes that we were
sent prior to this meeting there was talk about
amending the Atomi c Energy Act to facilitate this
program

Are you going to comment on what the
proposed st atutory changes are that you have in m nd?

MR. LOHAUS: I had not planned to
directly, but if you go back and | ook at the working
group report, there are two areas that they identified

for possible consideration.
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One was whet her the Act shoul d be anended
to provide authority to states for |I|icensing,
i nspecting the regulatory oversight of federal
facilities. Regardl ess of howmany agreenent states
we have today, NRCwoul d still have aresidual, if you
will, cadre of federal |licensees as well as
i nmport/export exenpt distributionthat we woul d have
responsibility for.

I think the working group felt that's an
area that could be explored. And if so, it would
require a |legislative change.

The ot her area was the fact that NRC has
regul atory jurisdiction over byproduct sources and
speci al nucl ear materials. The states have a broader
focus, includingnaturally occurring and accel er at ed-
produced materials. And the questi on was whet her NRC
shoul d al so assert jurisdiction, request | egislative
change to assune responsibility over that suite of
| i censees so you have a nore conprehensi ve program if
you will.

DR. W LLI AMSON: | don't see how that
woul d i nmprove your financial standing because what
you'd be doing is taking on a larger burden of
regulatory infrastructure, but still nost of the

i censees would be in the agreenent states.
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MR. LOHAUS: There are a | ot of bal ances
that areinvolvedinthese types of decisions. And as
| said, these were two areas that were identified by
the working group in their report. But, there are
certainly considerations that would need to be
addressed at sone time in the future.

CHAI RMAN CERQUEI RA: Dr. Nag?

DR. NAG COkay. What are the five pil ot
projects? | nean | think that's hel pful to knowso we
can see where we will be going in the future.

MR. LOHAUS: Sur e. The first pilot
project isonethat's directed at detern ni ng whet her
and how NRC can share with the agreenent states the
process of setting priorities for work that's donein
the materials area.

And here, | think the states believe that
withtheir | arger share, with the expertise that they
represent, they also should have a greater say in
determ ni ng what are the priorities, whichrul emaking
actions are we goi ng to be wor ki ng on, whi ch gui dance
areas should we be working on, where are the key
technical issues. And that's the focus of the first
pi | ot.

It's to exam ne whether there's ways

wi t hi n our existing processes to further engage states
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and bring themintothat process or whet her we need to
have some additional processes to share with the
states the devel opnent of those priorities.

The second pilot is directed at an
exi sting programin the states and really relies and
utilizes expertise that the states have already
denonstrated. And this is to use the Conference of
Radi ati on Control ProgramDirectors Working Group to
see if the states can take on the job and adm ni ster
a national radiography certification program

There's already been a | ot of work that
t hat group's done. And the thought is that could be
an area where NRC coul d shed sonme work and t he st ates
could pick up and carry that responsibility forward.

The third is to exam ne how and what
processes we coul d useto further engage the states in
revi ewi ng events, incidents that occur for generic
i mplications and sort of share and t ake on sone of t he
responsibility today. Most of that work is done by
NRC staff. We reviewall the events nationally that
are in our nuclear materials events database.

The t hought here i s to exam ne whet her t he
states can play a greater role here in identifying
generic inplications and the kind of regul atory action

t hat may be t aken or shoul d be taken t o address t hose.
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The fourth was directed at seei ng whet her
the states, or a state or a group of states, could
t ake on and devel op a set of gui dance, the |licensing,
i nspection procedures, etcetera, that would be
necessary for a newuse of material or a newnodality
t hat had not been previously reviewed or approved.

And the last pilot was one that was
directed at utilizing an existing working group. In
this case, it's the working group that's addressing
changes to the Inspection Manual Chapter 2800.

I nthe basic Material s I nspection Program
Manual , there's an existing working group. And the
t hought was we piggyback and have the benefit and
experience of an existing working group to reflect
into the pilot prograns.

Those are the five pilots. W're in the
process of getting charters conpl eted, identifying
representatives for the groups. W talked at the
agreenent states' neeting, | gave everybody sim |l ar
talk at the agreenment states' neeting and we have
interest inidentifyingrepresentatives, gettingthe
groups established, and starting on with the next
st eps.

DR. NAG The ot her questionis if funding
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for NRC was the major consideration, why National
Mat eri al s Programwas i nstituted? Didyou exam nethe
possi bility of taxing the agreenent states sothat if
they are -- you know, if NRCis still providing alot
of fundanental basic i nput, but not getting rei nbursed
for that, why not tax the state depending on the

nunmber of |icensees they have to help fund partially

t he NRC?

Was that exam ned?

MR. LOHAUS: The working group certainly
t al ked about that. | think their bottomline was t hat

the level of effort that would be provided by the
states interns of their providing personnel, paying
their salaries for participating, that that basically
woul d offset, if you will, the costs. But, that's
certainly an issue.

Agai n, | want t o maybe enphasi ze t hat cost
is not the only consideration. It's one
consi deration, but there's a |ot of ot her
consideration. It'sreally, you know, howare NRC and
t he agreenents states going to continue to function
and operate inthe future as NRC s nunber of |icensees
continues to decrease.

And certainly, budgeting costs is one.

Expertise is another, how we continue to operate.
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There are a |l ot of different factors in there that
we're working with. So | don't to just |eave the
i npression solely that it was a cost factor, but that
certainly was a maj or aspect in looking at the fee
questi on.

DR. NAG. The ot her t hi ng I's
fundanmentally, | think the ACMJ would' ve been
interested in knowing how historically NRC got
involved in byproduct material, but not the NARM
material s.

And if the risks are the sanme, if the
radi onucl i des that are produced have t he sane activity
and same half-life and so forth, the risks are going
to be simlar.

MR. LOHAUS: Yes.

DR. NAG So why t his di chotony -- howdid
it come about? And that will help us answer why we
are now regulating the two differently and why we
should bring it back.

MR. LOHAUS: Very good question, and the
states have argued the relative risk part of this for
years.

The answer is historical. It really cones
out of the genesis for the Atom ¢ Energy Act and t he

focus of the federal prograns at that tinme. They were
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focused on the source materials, the special nucl ear
materi al s that were derived fromthe source materi al s,
and t he byproduct material s that were created i nci dent
to the use of the special nuclear materials.

The natural |l y occurring and accel er at ed-
produced materials were not a hard consi deration at
that time. And it's been a continuing issue within
t he programt hat the st ates have brought up, that NRC
does not have as conprehensi ve a programas t he states
have when they cover the full suite of materials.

But, it'sreally a historical reason and
it's the genesis of the Atom c Energy Act program
It's where that cones from

DR. NAG Yes, but regul ation -- we al ways
see that we are trying to go for regulation that is
ri sk-based. Theriskis nodifferent than when you're
using the sane criteria.

MR. LOHAUS: Yes. And again, it's a
consi der ati on, where when we do seek state comment, |
think they | ook at this froma ri sk-based prospective
given the totality of their programs. | think those
aspects are reflected in their interactions.

CHAI RMAN CERQUEI RA: Neki, you had a
guestion?

MS. HOBSON: Yes. | just wondered howdid
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you come about deciding that nowis theright tineto
bring everything all under one tent? Have there been
incidents for instance?

The st at es have been regul ati ng t hese non-
NRC mat eri al s. Have there been acci dents or incidents
t hat woul d warrant federal intervention? Wy are we
at this juncture today instead of yesterday or two
years from now?

MR. LOHAUS: You nmean in terns of
asserting jurisdiction over a broader base of
materi al s?

M5. HOBSON: Yes. Right.

MR. LOHAUS: That's a consideration. |
don't think there's any hard decision that's been
reached at this point intime. But, it is certainly
a consideration that the Conm ssionis interestedin
| ooki ng at.

At the same tinme, the National Materials
Program identified this from the standpoint of
reduci ng pot enti al dupl i cati on, assi gni ng
responsibilityinasingleorganizationfor materials
that have simlar risks. Wy have --

MS. HOBSON:. But you haven't had a rash of
i nci dents that you say, "Ch ny goodness. W' ve got to

do sonet hi ng?"
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MR. LOHAUS: No, we have not. No. Thank
you. | should' ve focused on that initially.

But, that's correct. W have not. It's
nmore fromthe totality and universality standpoint.

MS. MCBURNEY: Just to add to what Paul is
sayi ng, fromthe state perspective, part of it is due
to looking at occupational exposure and public
exposure froma total exposure standpoi nt rather than
splitting off just the byproduct material.

Alot of times inthe NRCstates when they
go in and i nspect, they' re only | ooki ng at that part
of it even though they're |ooking at tota
occupati onal exposure; whereas in the states, they
| ook at the total program the Materials Program or
adding in the x-ray part of it as well.

And in a | ot of cases, you're going to
have a 1lot of conbined features in nedica
applications and in industrial applications.

MS. HOBSON: Well, if the states -- and |
agree with you. 1| think the states are really doing
an excellent job out there. So if the states are
al ready doing this, looking at the total picture --

MS. MCBURNEY: That's only in the
agreenent states.

MS. HOBSON: Well, but you have nobst of
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the licensees --

CHAI RMAN CERQUEI RA: There are 32.

MS. HOBSON:. -- and it's grow ng.

MS. MCBURNEY: But | think they were
| ooking at it in the big picture that there needs to
be some consistency throughout the regulatory
framework on how we regulate all radioactive
materi al s.

CHAI RMAN CERQUEI RA:  Jeffrey?

DR. W LLI AMSON: Are you consi dering al so
wi deni ng the AEA domain to include electronically-
produced x-rays that aren't derived from any
radi oactive materials such as di agnosti c radi ol ogy,
Il i near accelerators in diagnostic oncol ogy?

MR. LOHAUS: No. The answer is "no".

And again, | want to enphasize that the
aspectsinternms of jurisdictionwere areas that were
identified by the working group and are areas of
consi deration. There's been no decisions reached to
nove forward al ong these |lines other than to explore
potential -- one case is to explore potential
| egislation dealingw th naturally occurring-- excuse
me, dealing wth accel erat or-produced materi al s where
we' ve devel oped sonme proposed | egislation.

But sonme of these ot her aspects, they're
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consi derations and t here have not been hard deci si ons
reached there.

DR. W LLI AMSON: But a hard deci sion has
been reached to go forward with i ncreasi ngly, scopeto
i ncl ude NARM?

MS. MCBURNEY: Not NARM ARM

MR. LOHAUS: ARM Accel erator-produced
material. Yes, yes. The Comm ssion did ask --

DR. W LLI AMSON: Okay. You excl uded
Radi um 226.

MR. LOHAUS: The Conmi ssion did ask the
Ofice of the General Counsel to exam ne sone
| egi sl ation, yes.

CHAI RMAN CERQUEI RA: Dr. Nag?

DR. NAG Had the working group had any
di scussi on about the role of ACMJI in the National
Mat eri al s Progrant?

MR. LOHAUS: The wor ki ng group requested
st akehol der feedback. There was one neeting. But in
terms of | ooking at advisory commttees and ot her
aspects, you can see in their consideration and
reflectionthat the use of advi sory conm ttees such as
ACMU woul d continue as a part of the program

In other words, you need to have the

i ndependence, the independent revi ew, the peer review,
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and the feedback into the process. That woul d
continue to be a part of the process.

So, | don't think there's really change
that was contenplated in that area. It would be a
continuati on of exi sting processes and utilization of
exi sting conmttees and nechani sns. That's not to say
that there may be additional mechani sns that m ght
cone out of this process in the future as well.

But, | think their thought was primarily
focused on how NRC and the states would interact in
t he exi sting structures. Al ot of that would conti nue
to function such as ACMJI, or ACMN other advisory
comm ttees.

DR. NAG Whuld it require any expense,
you know, any change in the structure of the ACMJ or
would it remain exactly the sanme?

MR. LOHAUS: | really can't coment on
that at this time. | think that's sonmething that as
t he programgoes forward you could | ook at that item
and consider that as an item for consideration,
certainly.

| wanted to nmaybe spend a f ew m nut es and
tal k about this slide because this has sone i nport ant
aspects on it that really may sort of affect our

ability to nove forward.
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The first item "Evolving National
Materials Program Environnent”, what | wanted to
reflect here were maybe two things. One is the
response to 9-11, the response to terrorist
activities. There are activities underway here wthin
bot h NRC and t he states, and | ooki ng at what ki nds of
additional security neasures do we need to put in
pl ace.

That process and those activities needto
be taken into consideration, and may very well help
shape or affect any National WMaterials Program
Sstructure in the future. So, it's an area of
consideration that | sort of wanted to |ay out.

Another area that today is really
critical, if youl ooked at theinitial work andif you
| ooked at where the states were from a budgetary
st andpoi nt at the ti ne t he wor ki ng group engaged, t hey
all had very strong fiscal bases.

And if you look today -- and | have to
recogni ze Texas. Texas did arecent survey. They got
very good responses from23 states | believe. And all
those states, with the exception of five, indicated
severe fiscal conditions, severe budgetary constraints
that they're each dealing wth.

That obviously will al so have a bi g i npact
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relative to the programin noving forward. Because
wi t hout that base, it'sgoingtolimt the ability of
states to engage in the process. And that's an
uncertainty, so |l wanted to sort of highlight those
two aspects in ternms of an evol ving aspect that w |
have an effect here.

The other is, I've |l abeled this "Success
Measures". |If you look at the first pilot project
paper, there is about ei ght or nine success neasures
t hat we've identifiedthat woul d be used to judge and
hel p assess the pilot projects.

I ' ve highlighted a couple of these here,
and one is, and we've talked about this, is the
ability of NRC to share with the states the
establi shnment of priorities. The second, and we've
tal ked about this also, is the ability of states to
assume and carry out greater responsibility for the
devel opnent of products needed in a National Materials
Program the ability of the states to conmm tnent
resources to program

And the final itemis looking to the
future. What will the respective roles of the
Conference, the OAS, the Organization of Agreenent
States, and the NRC be in the progran? And you can

| ook at a nunber of different options.
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| think there's always going to be a very

strong NRC conponent. But at the same tinme, the

states have denonstrated, are continuing to

denonstrate greater ownership, taking on a greater

responsibility. And we're going to see that as wel |
in the program

As | nmentioned, the budgetary, the fiscal
i ssue may have sone effects here. But as an exanpl e,
if you | ook at the agreenent states' neeting, today
that neeting is truly a nmeeting of the agreenent
states. It's planned by t he Organi zati on of Agreenent
States. It'stheir neeting. NRCisreally aninvited
menber to that. They' ve basically taken on the
ownership and responsibility for that neeting.

So, that's one exanple. |t may not appear
to be a big exanple, but in the past the agreenent
states' nmeeting was basically set up and run by NRC.
And today, it's basically set up and run by the
st at es.

There's very close coordination and
integration in terns of the items we cover and the
participationinthe meeting. There's a highlevel of
seni or managenent participation in the neetings,
etcetera. But, it's a change that's occurred that's

reflectedinthe National Materials Programstructure

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

153

" mgoing to stop at this point, and open
this up for discussion. | don't knowRuth, if there's
any conments or observations, additional thoughts that
you mght like to offer as well. Please, | welcone
t he opportunity.

(No response.)

MR. LOHAUS: Any feedback as well. 1'd
very nuch appreciate that. And, | appreciate the
comments earlier. They were all very good comments
and very good questions.

CHAI RVAN CERQUEI RA:  Neki had a question
or conment.

MS. HOBSON: Yes. | just kindof -- it's
ki nd of hard for me to grasp howthis alliance thing
woul d wor K.

Woul d NRC | i ke be the first anong equal s,
or would NRC be the Chairman and the boss of the
group, or would it be a pure denocracy? Who's going
tocall the shots on what are the problens we need to
sol ve, where are we going to find the sol uti ons, when
is the solution adequate, that kind of thing?

Who's calling the shots?

MR. LOHAUS: Let ne answer thisin several

ways. One, in ternms of program performnce and
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programeval uati on, NRCwi || al ways have t he | ead and
wi Il always have prinme responsibility there. It's a
| egislative responsibility we have in terns of the
oversi ght and cannot be del egated. So, we will
continue to have a strong role there inthat program

Internms of determining priorities, as |
menti oned, the states would like to share and
participate to a greater extent inthat process. And
that's one of the pilot areas that we're going to
expl ore.

But as a part of that process, ny senseis
t hat the Conmm ssion and what we | ay out as a part of
our strategic plan and of our operating plans and as
our budget to support that isreally goingtoreflect
the priorities from NRC s standpoint.

At the same tinme, as | nentioned, if
there's states that may have a particular area of
expertise, and we identify that there's need for work
in a particular area -- and I'Il use well-Iogging
because Texas probably has the majority of the well -
| oggers and has a high degree of expertise there.

And i f we need addi ti onal gui dance in that
area, what we may doi s we may not identify that as an
itemthat NRC woul d addr ess, but we nay | ook t o Texas.

And Texas woul d pi ck thi s up, and either individually
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or working with states, identify that.

We're not at that point yet, but that's
part of what you can see in the National Materials
Program We still have a ways to go or maybe even a
| ong ways to go on certain parts of this, but thisis
part of the thinking and part of the evol ution that
you can see in the program as you | ook forward.

CHAI RMAN CERQUEI RA:  Leon?

MR. MALMUD: Are you requesting our
opi ni on or are we just being infornmed of the process
that's ongoing? | mean that in a constructive way.

MR. LOHAUS: In the spirit of staff
requirenents neno, we are seeking stakehol der
comments. Personally, |I would very nmuch appreciate
the views of the commttee in terns of not only the
pilots -- | mean we're just beginning to get the
charters formulated -- but interns of i ssues or areas
t hat shoul d be consi dered or things that you see t hat
shoul d be reflected.

I think that individually and col |l ectively
as an organization, we'd certainly welcome your
f eedback.

MR. MALMUD: As a nucl ear physicianin ny
training and as arealist interns of believing part

of what | read in the newspaper, nunber one, the
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states are going to be under increasing budgetary
constraints as is the federal governnent.
|'"'mfroma state that's in the Rust Belt,
with an aging popul ation and an em gration of its
coll ege graduates. It's astatewhichcanill afford
| believe to take on an addition econoni c burden.
As a provider of services, it neans
anot her | evel of oversight, or agreater intensity on
the part of the state in the oversight. And | can't
i magi ne the federal oversight disappearing. | t
shoul dn't di sappear.
We' re tal ki ng about radi oactive materi al .
It nmoves from state to state. It's kind of Iike
shifting the FDA responsibilities for food and drugs
into the states. It would make a quagmre of 50
different regul ati ons based upon each state's own
myopi c view of the world. There are sone areas in
whi ch the federal government can function nmuch nore
efficiently. Andthis, inny opinion, is one of them
Inpracticinginthecity of Phil adel phi a,
we have city i nspections, state i nspections, federal
i nspections. They all contribute to an at nosphere of
oversi ght and concern to the patient, as the primary
reci pient of their oversight. However, |I'mnot sure

that we need three. The expense of three, though
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di vi ded anong the three has to exceed t he expense of
one well run program at the federal |evel.

So whil e | amnot general |y a proponent of
central control of everything, | think that with
radi oactive material given its nature and the fact
that it noves across state borders and that we now
have a nati onal security issue arising of a magnitude
that we didn't have before, | would suspect and I
woul d hope that the states would not have nore
responsibility in managing this, but that it would
rest as it has in the past with the federal
governnment, which is going to nake the rul es anyway.

That's a personal opinion | have.

CHAI RMAN CERQUEI RA: | think Ral ph was
going to make a comment, and Davi d.

MR. LIETG | was going to kind of hold
off herealittle bit. But, a couple weeks ago | was
asked to coll ect conments fromthe commttee and t he
intent was to try to create a consensus response to
this. But | think because of the timeframe and so
forth, that wasn't really too practical to achieve
what | think is a full consensus of the conmttee.

So maybe what | can just do is summari ze
sone of the things that were feed back tonme in terns

of the docunents that were distributed to the
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conm ttee previously, whichl think probably was your
SECY-01- 0112, which was the Materials Wrking G oup
Report on the National Materials Program

As | understand it, that this report was
basically, was a directive that canme out in 1999 |
t hi nk thereabouts and the report was conpl eted | ast
year. |s that correct?

(No response.)

MR. LIETO The bottomline was that the
Nati onal Materials Program wi th the stated goal s and
m ssion statenment and the objectives that were
presented in the working group report, has nerit and
a benefit to medical users.

I think there was support for the four
conponents that were proposed in the working group
report. | think you call those options or whatever.
But just for the commttee's review, these four
options were: establish centers of expertise, seek
authority to regulate NARM maintain an i nformation
infrastructure, and fourth to create a standing
Conpatibility Comm ttee.

Ther e was support for that, but there was
al so a concern that was shared with the agreenent
st ates about NRC regulating NARM And | think the

concern fromthe nedi cal users' perspective invol ved
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t he potential for increased regul atory burden, which
| think Dr. Mal mud expressed just a few nonents ago,
in an area that the NRC has not been previously
i nvol ved with.

| think thisintrusionisreally focused
at the use of PET, which is area of greatest potenti al
and growt h i n nucl ear nedicine. | think that's where
the main comments lie.

There were four major concerns | think
that were expressed. One had to do with the
regul ati on of NARMand t he i ncreased burden and costs
to agreenment states, especially those that m ght not
have any significant inmprovement in safety. This
adverse ef fect woul d be of greatest concerninthe use
of positronemtters and di agnosti c nucl ear nmedi ci ne.

A second concern that was expressed was
t hat states with strong prograns of health and safety
m ght be tied or forced to seek a lower level to
create a common denom nat or t hroughout the country.
| think you' ve addressed alittle bit of that already
i nyour comments and provi ded sone reassurance there
that states would still in many areas be allowed to
continue their unique functions.

Anot her concern has to do with the funding

of this programfromthe NRC s perspective. This was
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not addressed in the working group report. It was in
the informati on that was suppli ed.

The fundi ng of NRCactivities, especially
inthe non-reactor area, cannot conti nue to be funded
by the current nechanism of fees supporting NRC
activity. I think that if you're going to seek
regul atory authority to change areas that need to be
addressed by the Atom ¢ Energy Act, | think that the
current funding mechani sm needs to be changed al so.

It's uncl ear howthere woul d be any cost
savi ngs to prograns t hat woul d have t o expand based on
a fee-supported program What we're tal ki ng about are
those prograns, which really don't have nuch
regul atory nowin the area of NARM havi ng to assune
t hose responsibilities.

And t hen one of the areas of concern was
t hat one of the assunptions for the success of the
alliance options was "states devel op and maintain a
| evel of technical and regul atory expertise equal to
or greater than the NRC."

| think there's sone concernthat this my
not berealizedinathird of the states that are non-
agreenent states, mai nly because t hey do not or cannot
achieve this | evel of expertise. What i ncentive would

there be for themto change to achi eve thi s assunption
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for success?

So, those are the coments that | had
gotten fromthe commttee as a whole.

MR. LOHAUS: Thank you very nmuch. | very
much appreci ate those.

CHAI RMAN CERQUEI RA:  Woul d it be hel pful
-- | nmean you got these verbally --

MR. LIETO I|I'dbegladtowitethemout.

MR. LOHAUS: Pl ease. l'd very nuch
appreciate that. Thank you.

Yes?

CHAI RMAN CERQUEI RA: A few ot her people
wanted to make comments then we have one outside
person who requested an opportunity.

Rut h?

MS. MCBURNEY: To expand on what Paul said
about the changing in the resources on the federal
| evel and the state level, it makes it even nore
i nportant for us to conbi ne those resources and work
t oget her.

For exanple, on alot of cases where sone
of the newer technol ogi es and t he sources that areto
be evaluated for particularly new technol ogi es
t hey' re probably goi ng to happen in one of the | arger

agreenment states first before NRC sees them
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So rat her than having each state have to
rei nvent the wheel and the NRC have to cone up with
| i censi ng gui dance or revi ewgui dance for that source
and so forth, right off the bat if we can establish a
working group to review that that includes both
federal and state people, that will combine the
resources a |lot better in our shrinking econom es.

MR. LOHAUS: Yes?

DR. DI AMOND: Just out of curiosity, have
any of these smaller agreenent states expressed any
interest inrelinquishingthat status and goi ng back
to NRC status?

MR. LOHAUS: In those cases and in this
case, it does happen to be at | east one smal |l program
and then a second that | would characterize as an
i ntermedi at e-si zed program where they have
experienced performance di fficulties, principally due
tostaffing, retention of staff. Those prograns were
pl aced on what we call hei ghtened oversight. It's a
program where we request a program i nprovenent plan

The issue of consideration of should we
continue the programis certainly aconsiderationthat
both of those states have | ooked at in one way or
another. But to date, we're not aware of any fornal

request, if youwll, to NRCto consider taking back
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a program

I think in the cases where it's been
exam ned, the thought is that the programcan provide
good or better service at |ower costs and be nore
responsive, if youwll, tolocal needs. Andthat the
consi derations --

DR. DI AMOND: So there's still a thinking
out there that the states can manage t hese prograns i n
a nore cost effective matter as opposed to payi ng t he
l'icensing fees?

MR. LOHAUS: That's correct. And also
what these prograns have done is to | ook at seeking
legislative relief to increase these.

A coupl e of exanples. One program for
exanpl e that was on hei ght ened oversi ght about four
years ago took a concerted effort to work with the
community and their |egislature, and they recently
received | egislative approval for anincreaseintheir
f ees.

And anot her part of this, which other
progranms have found to be very effective, is the fees
are earmarked for that program So, they godirectly
into the program And it has really inproved the
performance of that program significantly.

So |l think the thinkingis we needto deal
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withit at the state |l evel. W need to seek the kind
of relief, whether it be an increase in fees or
adequat e funding to support the progranms. That, to
me, has been the bottomlinethat |'ve seen as opposed
to "Here NRC, you take it back."

CHAI RMAN CERQUEI RA:  Okay, Bill Uffel man
fromthe SNM would |ike to make a comment.

MR. UFFELMAN: | had a question for LI oyd.
You enunerated four docunents. One of themwas the
August SRM and |'ve checked with ny ot her col | eagues
fromsonme of the other effected organi zati ons, which
obviously are stakeholders in this, and | don't
bel i eve any of us have seen that SRM It has no
si gned nunber, so we're kind of shooting in the dark
when we go on these website searches.

And Dr. Diamond had commented earlier
about how the effected parties find out they are
ef f ect ed. We certainly would like to, if it's
avail able, we would like to be able to |look at it.

MR. LOHAUS: It is available. And | nmay
stand to be corrected, but |I'm pretty certain we
shared this with the agreenment states with an al
agreenment states' letter, which should be on the STP
website. But we can doubl e-check that and certainly

make sure that you have a copy.
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MR. UFFELMAN: The Soci ety of Nucl ear
Medi ci ne, ACR, ASTRO, et al would certainly like to
have a | ook at it.

MR. LOHAUS: We' Il certainly foll owup on
t hat .

MR. UFFELMAN: Thank you.

CHAI RMAN CERQUEI RA:  Any ot her questi ons?

DR. NAG | have one.

CHAI RVAN CERQUEI RA:  Yes.

DR. NAG Nowthat the National Security
isinterested in nuclear terrorismand so forth, and
t hey have a huge budget, is that a source of funding
that the National Materials Programcan tap into?

MR. LOHAUS: | guess I'll answer it two
ways. One is I'mnot aware of anything explicit at
thistime. But | thinkinterns, if there were to be
particul ar activities that m ght address increased
security, that could be a possible source.

But | woul d say at this point, the answer
is "no". There's been no consideration of that and I
don't see anything in the future comng fromthat
particul ar budget area.

CHAI RMAN CERQUEI RA: Great. Well, Paul,
we' ve got five mnutes to go, but Fred and Tomwoul d

li ke to address a coupl e of the problens that we' ve

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

166
identified this nmorning before the |unch break. So
thank you very much, Paul, for an excellent
presentation.

MR. LOHAUS: Thank you very nmuch.

MR. ESSI G We' ve been reflecting on sone
comments that were made earlier this norning, where
the commttee had in m nd certainexpectati ons and our
presentations on a couple of issues didn't deliver.

We' re m ndful of that, and what we want to
dois to explore -- right nowl'd |ike to nmaybe j ust
pl ant the seed and then we could pick up onit later
this afternoon -- explore the ways i n which we could
interact, maybe nyself as the designated federa
official, interact nore effectively wwththe conmttee
prior tothe conmttee neeting so that we under st and
what the expectations are on a given itens that's
going to be on the agenda.

CHAI RMAN CERQUEI RA: Ri ght .

MR. ESSIG And so that we have the ri ght
person presenting theright material. And so, at this
time, 1'Il just offer that to the commttee for
consi derati on.

If we want to engage in the form of a
conference call, say a nonth ahead of the tine or sone

ot her appropriate interval ahead of the schedul ed
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neeting date, and then have, if not the entire
commttee, at | east a suitable representative sanpl e
of thecommtteerelay to us what the expectations are
on the particul ar agenda itens so that we can --

CHAI RMAN CERQUEI RA: | think that woul d be
inportant. | can tell you in the past the staff,
several nmonths ahead of the neeting, actually
initiated prelimnary agenda to be discussed. It
woul d be presented to me and t hen we woul d get it out
tothe commttee, seeking other people's input andto
try to get a little bit nore clearly defined
expectation of the materials to be presented.

| think in part, since we were working so
intensively on Part 35 revision, it was kind of a
recurring agenda to sonme extent. Now we've kind of
gotten past that, and there are sone of these other
i ssues that we' ve brought up. And, things happen at
the last mnute |like the presentation with the GAO
this norning. | didn't know about it wuntil it
happened now.

So, we've had sort of a shifting and the

desi gnat ed federal official and -- but | woul d think
certainly starting well in advance of the neeting
woul d be hel pful. But other commttee nenbers --

DR. NAG | think that's only addressing
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part of the problem | think the second part of the
probl emwoul d be t he feedback back to us. And I think
what's going to be inportant there is anytine any
action material is discussed, it's inpossibletoread
t hrough the entire m nutes of the proceedi ngs. But
anytime you have any action itens those should be
gi ven back to us. You know, this is what this was,
and this is what was investigated.

We never know what's going on until six
months | ater, and we may or may not go back. So
within a certain period, within two weeks or within
four weeks of the neeting, the officer should say this
was the actionitemand this was the acti on st atenent.
So, | think that would be really hel pful to cl ose the
| oop.

CHAI RVAN CERQUEI RA: But see, again,
soneti mes we have a | ot of discussion that's never
quite clear to you or to us what i s wanted or needed.
And what we've tried to do over the |ast several
meetings is actually formul ate specific notions that
we vote on, and those are action itens that we need
foll ow up.

Ideally, we'dliketoget the followup as
soon as possible. And once the information is

avai l abl e through the Internet, to be sent out tothe
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conmttee. But certainly, if not inthat tinmefrane,
at | east at the next neeting we should get foll ow up
on those itens that were flagged requiring action.
So, again, that's something we need to re-institute.

Jeff?

DR. WLLI AMSON: Well, I"mgoingto bring
up one issue here that's a little bit delicate and
sensitive to bring up in public.

But, |I think it would be useful if you
| ooked over sone of the transcripts fromthe past, say
two or three years ago when Barry Siegel and Judith
Stitt were Chairnmen of this commttee. And | think
you will see that there's a lot nore interactivity,
gi ve and t ake, between t he desi gnated federal official
and others that he or she designates in the group.

And what it seens to ne to have happened
over the last couple of years is we essentially
conduct our discussion and our efforts to cone to a
consensus in a vacuum And sonetines it's Ilike
pulling teethto get a perspective fromthe Comm ssi on
staff.

So | think we as a group woul d appreciate
sonmebody that i nteracts nore intensely with us because
it helps us to gain a perspective of the limtation

that the agency has by virtue of its charter and
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vari ous ot her conm tnments to Congress and so on. And
we don't necessarily know that.

It's been very hel pful to have t hese very
detail ed techni cal di al ogues over these i ssues. And
| thinkthe best way you can get a perspective onthis
istogo back and | ook at sonme of the transcripts with
an eye towards this kind of interaction back during
the time Cathy Haney and Larry Canper were the
desi gnated federal officials.

One of ny conplaints has been that too
often we seemto be in too nuch of a vacuum And |

think it's avery inportant role that you are taking

on.
CHAI RMAN CERQUEI RA:  Sal | y?
MS. SCHWARZ: | think one specific point
this particular neeting, as far as the overall input

of the training and experience in ternms of the work
that Dr. Vetter's commttee did in witing these
regul ati ons and presenting themw th no feedback to
essentially see any revi si on of those requirenents --
because had we seen the revision, we m ght have had
di scussi on.

So | think that 1if can just see,
specifically, the return fromthe staff.

CHAI RMAN CERQUEI RA: And agai n, t here was
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no mechani smin place to even bring that up. | nean,
when we put together the agenda, | was the one that
request ed sone of that and it was just hard to get the
informati on out. And, evenuntil now, | didn't really
fully know the status.

I think, Ral ph, you had your hand up, and
t hen Davi d.

MR. LI ETO Didwe want to go ahead? Were
we going to be taking this up again in the afternoon
about this specific issue, or do you just want to go
ahead and carry on right from here?

CHAI RMAN CERQUEI RA:  In terns of the --

MR. LI ETO Feedback nechani sm

CHAI RMAN CERQUEI RA:  Wel I, it's noon. We
will bring it back --

MR LIETO  Okay.

CHAI RVAN CERQUEI RA: -- for discussionin
the afternoon. | think Angel a has sonme time built in
at the end. | nean, if the Commttee wants to del ay

unch, I"'mwillingtodothat, but I think we probably
need the break. |Is that reasonabl e?

Why don't we break for | unch and cone back
at 1: 00 o' cl ock and then we wi || resunme t hi s di al ogue
in the afternoon session. Thank you.

(Wher eupon, the above-entitled matter was
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concluded at 12:05 p.m)

CHAI RMAN CERQUEI RA:  AlIl right, so now,
we' re back fromour lunch break and 1'd sort of |ike
to, you know, just | thinkit's sort of understood but
we should clearly state that we're not trying to point
t he finger at anybody, you know. |'mkind of sitting
there thinking maybe it's ny fault as chai rman that
we' re not gettingthings done, but rather, | nmean, all
of us are spending tinme and effort in the process and
for various reasons we're all commtted to it and
think it's in everybody's interest to make it as
efficient and effective as possible and so that's
really our objective for going at some of these
vari ous i ssues.

And we'll cone back and di scuss sone of
t hese t hi ngs we were tal ki ng about just before | unch.
And M. Essig has put at your desks that actua
material that was sent to the Conm ssioners and it
says, Yyou know pre-decisional, not for public
di scl osure at the bottom but comm ttee nmenbers now
have it and we can -- you know, we won't talk directly
about this, I guess, unl ess peopl e have had a chance
to look at it.

All right, sothe next itemon the agenda

then is the Heal t h and Human Ser vi ces dat a base and |
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guess Linda, is she going to present it?

MR. BROAN:. Well, we've nmanaged to run
Linda into the ground in sending her around the
country for the stakehol der nmeeti ngs so she calledin
sick today. So, I'mafraid you're stuck with me for
nost of the rest of the afternoon. 1"l try to nmuck
my way through it in my best normal process here.

What we wanted to do t oday was basically
i nformyou of sonet hi ng t hat we' ve been wor ki ng on f or
several nonths now and that it's hopefully nearing
conpletionandthat is NRCreportingtothe Health and
Human Servi ces data base called the Health Integrity
and Protection Data Bank and |11 basically go through
what that is, what we have to report, and the status
of agreenent state reporting as well, wal king you
t hrough these slides.

The next one. What is it? Basically it
came about as a result of the Health Insurance
Affordability and Accountability Act which 1is
docunment ed up t here and | assune t hat probably many of
you are nore famliar with this than | amor we are
actually, because it effects other activities or
effects you in other ways beyond just NRC regul at ed
activities. But the bottomline with this Act, I

bel i eve, was that it was i nportant that if a nedical
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provi der or a health care provi der or someone i nvol ved
with health care was found guilty, to use a general
term of a major infractionin one jurisdiction, one
state, one locality, that that information would be
avail able to both enployers and other health care
professionals in other jurisdictions. And so this
data base, | believe, is intended to be the way to
make t hat i nf ormati on avail abl e t o ot her peopl e where
an individual mght work.

The data base i s confidential interns of
access to the general public. It is not availableto
the general public but it is available to
professionals and institutions that would be
interested in the information. Anyone who has a
report filedintothe data base receives notification
of that report and a copy of the i nformati on so that
t hey have an opportunity to chal | enge t he accuracy and
work out with whoever the reporting body was a
hopeful ly resol ution of those concerns. And then as
|"ve indicated, the people with access to the data
base are specified there.

Howis the NRCi nvol ved? The regul ati ons
pertaining to this Act are, as | said, Health and
Human Servi ces regul ations andthey'reinTitl e 45 of

t he Code, Part 61 and t hose regul ati ons are applicable
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to the NRC and agreenent states. So we are required
by the statute and the inplenmenting regulations to
provide reports to the data base. There is also
reporting required fromheal th plans as i ndi cated on
the slide.

Okay, what  wil | the NRC report?
Fundanmental ly, we report final actions that are
publicly available to the extent that they relate to
medi cal practice and health careandit'slimtedto
t hose actions that are adjudicatable. So if the
agency -- if an agency coul d t ake an acti on agai nst an
i ndi vi dual and the i ndivi dual woul d have no recourse
to challenge the validity of it, then that actionis
not reportable tothe data base. Only things that can
be chall enged are reportable to the data base.

So for NRC purposes the adjudicatable
actions that the NRC woul d take are revocation or
suspension of alicense, actionstolimt the scope of
practice and actually the biggest one which didn't
make it onto the slide woul d be escal at ed enf or cenent
actions. Sothose arethe things that the NRCw || be
required to report.

The next slide goes over who this rule
woul d be applicable to and it's basically anyone

involved in the health care field in a way that
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i npacts patient safety. So | guess as an exanpl e of
an exception at a broad scope | i censee, a broad scope
medi cal |icensee, soneone doi ng surveys in the waste
decon area, waste disposal area would not be
reportable or a violation associated with that,
because that's not health care.

" mgoi ng through this pretty qui ckly and
I

DR. VETTER: Can you give us an exanple
her e?

MR. BROAN: Sure. A physician who woul d
be required by the regulations to have a dose or
dosage cal i brated prior to adm ni stration of that dose
who failed to do so, if that violation net the
criteriafor escal ated enforcenent and t he agency t ook
escal at ed enf orcenent acti on agai nst the i ndi vi dual AU
or the licensee, that woul d be reportable to the data
base.

DR. VETTER: But a nedical event itself
woul dn't be?

MR. BROWN: No, only violations.

DR. VETTER: |I'm sorry. Okay, well, a
medi cal event ends up being a violation. The
i nspectors always turn it into one. So if it's a

viol ation, eventhoughit's not escal at ed enf orcenent,
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it would --

VR. BROWN: No, only escal ated
enforcenment .

DR. WLLIAMSON: | nust say, we've had
medi cal events fromthis Adm nistration reported at
Washi ngton University that did not result in
vi ol ati ons.

MR. BROWN: Thank you. | didn't think
it's worth me arguing the point.

DR. W LLI AMSON: Could vyou define
escal ated enforcenment and identify that class of
viol ations nore exactly that woul d appear in here?

MR. BROMWN: Certainly, yeah, it's severity
level 1, 2 and 3 violations are escal ated under the
enf orcenent policy. Severity level 4 violations are
not. Mnor violations and NCVs are not escal at ed.

DR. WLLI AMSON: NCVs?

MR. BROWN: Non-cited violations.

DR. NAG Right now, any nedical events
anyway by NRC?

MR. BROMN: Not into this data base, no.

DR. NAG No, but | nean, soit's public
know edge.

MR. BROWN: It's publicly available

information but it is not centrally mintained or
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readily searchable by for instance, an institution
| ooki ng at a hiring a physician or obtaining service
from a radi o-pharmacy or soneone el se.

DR. DI AMOND: Fred, | have a nunber of
gquesti ons. Firstly, the health integrity and
producti on data bank, that was established under the
statute of 1996 that you enunerated, when did this
data bank beconme active or how long has it been
active?

MR. BROWN: The i npl enenting regul ati on,
| believe, is about two years old. [|'mnot sure how
| ong the data base itself has actually been active,
per se. | would -- I"1l give you a guessti mate of 12
to 18 nont hs.

DR. DI AMOND: Twelve to 18 nonths. As |I'm
t hi nking through this, | have absolutely no idea
what soever what the value of thisis. As was already
just said, this Admnistration and so forth are
publicly avail abl e on websi t e and ot her resources. |
j ust have absol ut el y what was bei ng consi dered by our
| egi sl at ors when sonet hing |i ke this was passed, what
value it has to whom for what purpose. Does anyone
share this sense at all of mne? |'mjust -- not that
you can do anything about it, of course.

DR. BRI NKER: M understandi ng was that it
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was primarily wused for situations in which
practitioners, et cetera, who cross state |ines woul d
not be abl e to hide problens that exi sted i n anot her
state and that was the up front thing. | don't know
how t he NRC part got into it but |I think it was -- |
thinkit startedinitially as mal practice -- well, for
t he governnent, nore likely fraud and t hey got rol | ed
into one.

MR. UFFELMAN: By way of exanple, Bill

Uf fel man, Society of Nuclear Medicine, by way of

exanpl e, | believe the incident about a year and a
hal f, two years ago the nuc nmed tech, | think up in
t he M nnesot a wal ked somebody -- a newtech over the

phone. They were on call but they didn't bot her goi ng
in so they wal ked sonmebody el se through m | king the
techneti umgenerator and all of that went well, but
then they lied about it to you when they were
confronted withit and they were banned, | think, for
three years or five years, | forget now which, from
wor ki ng i n any nucl ear -- you know, anyt hi ng regul at ed
by the NRC, so | would presune that that incident
woul d have made it to the |ist.

The recent situation, that | presune,
hasn't been resolved in Mchigan with the 1-131

patient who apparently di ed, not as aresult of I-131,
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but then the fam |y was exposed to the extent that if
t he aut hori zed user and t he heal t h physi ci st i nvol ved
becone the subject of action, then | would presune
that incident would be reported. 1Is that correct?

MR. BROMN: The first exanple, certainly,
we di d t ake escal at ed enforcenment inthat acti on woul d
be reportable. The second event is still workingits
way t hrough the process.

MR. UFFELMAN:. That's what | said.

MR. BROMN: | can't really comment on t hat
but yeah, | nmean, |I'm sure that's the flavor of
Congress' intent and just to follow up, Health and
Human Servi ces was t he agency responsi bl e for witing,
i mpl ementing | egislation. And whenthey didit, they
made it applicable to all federal agencies which
envel oped us, not necessarily because that was, you
know, clearly called out inthe | egislative |l anguage
anywhere that it was intended to apply to our
|'icensees, but that's where we end up.

DR. NAG. Now that (undiscernible) inny
aut horized wuser's nane, it would conme under ny
supervi sion, so that would come under ny nanme and it
woul d be by the nanme of the authorized user or by
institution, who would the final report conme?

MR. BROWN: That's a very good question

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

181
and | believe the answer is that it's our |icensee
t hat we take acti on agai nst and the reporting will be
by t he i ndi vi dual agai nst whomactionis taken. Soin
nost cases, it would be a licensee that was reported
rat her than an individual. Now, the exception to
that, as M. U felnmanidentified, there are exceptions
wher e we t ake enf orcenent acti ons agai nst i ndi vi dual s,
typically for willful violations but also, I nean, it
doesn't have to bew |l lful inthat context. It could
be carel ess di sregard or gross negligence onthe part
of an individual. In that case it would be the
i ndi vi dual but that's a very rare occurrence that we
take action agai nst individuals.

DR. WLLI AMSON: And this Adm nistration
woul dn't necessarily appear unlessit'stiedto, as we
said, a severity level 1, 2, or 3 violation which --

MR. BROWN: Correct.

DR. W LLI AMSON: -- 1 don't knowif the
maj ority -- probably the majority of nedical eventsin
the Administrationis |ife and death but certainly not
al

MR. BROAN: And the other thingis we're
in a new age today, so now there are nmedical events
and | think that we'll see fewer -- | suspect that

we'll see fewer enforcenent actions out of nedical
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events than in the past because of the change in the
underlying reg so the QVP.

CHAI RMAN CERQUEI RA: Can you give nme a
feel for the number, say under the old rul es over the
| ast year, how many reportable events to this data
base woul d have been docunent ed? Are we t al ki ng about
100 or are we tal king about 1,0007?

MR. BROAN: Well, |let ne preface ny answer
by saying that I was nost deeply involved with this
about six to nine nonths ago and since then|'ve been
focused on the new Part 35 and Linda is out sick, so
| picked up this presentation this norning.

CHAI RMVAN CERQUEI RA:  Sure.

MR. BROWN: So in that context, | think
the answer is in the medical area we're probably at
the l|argest bounds talking in ternms of if the
agreenment states used NRC enforcenent criteria, it
woul d probably be 40 cases national ly, that range, but
because t he agreenent states aren't evenrequiredto
have enforcenment programs, | wouldn't -- you know,
two-thirds of those may not have involved actions
agai nst the facility. In NRC space, maybe a dozen,
and that, | think is at the outside.

CHAI RMAN CERQUEI RA: | don't have a good

feel, you know, when you tell ne severity level 1, 2
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or 3 with exhalation. You know, | would not want
sonebody who gives an extra five mlli-curies of
technetiumto a patient to have their nanes appear on
this, but at the same tine, you know, if soneone is,
you know, totally negligent inverifying pregnancy or
ot her things in adm nistering a dose, that woul d be
appropri ate.

MR. BROWN: Yeah, and unfortunately, |
didn't bring in the enforcenent guidance and your
point is well-taken and in enforcenent space we dotry
to be nore risk informed with what a violation is.
And so in terns of occupational exposure, it would
t ake an over-exposure to reach the |l evel of escal at ed
enf orcenent and obviously, that's not directly
transferrable into the practice of nedicine, but
procedural issues and m nor issues should not reach
the |l evel of escal ated enforcenment unless there is
ext enuating circunstances, wllfulness or --

CHAI RMAN CERQUEI RA:  Are you presenting
thistocommttee just for informati on? Do you want
our input? Are we actually going to perhaps see a
little bit nore detail of what sort of events are
reportable to get feedback for severity?

VR. BROWN: The purpose of this

presentation was primarily informational for you. |
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can certainly take feedback. This is the -- as you
sonetines feel that you're handcuffed by the
restrictions of the staff on what you can do, and thi s
is a case where the NRC staff feels handcuffed by
anot her federal agency in ternms of how we i npl enent
this. The approach that we've takenin -- tal ki ng out
| oud here somewhat. The approach that we've takenis
ininmplying-- inapplyingtheregulations fromHealth
and Human Services, we've attenpted to limt the
burden on our external stakehol ders and ourselves in
impl emrenting this and | think it woul d be reasonabl e
for us to share with the commttee the current draft
managenent directive and ask for your insights in
ternms of areas that maybe you can see a way to | imt
t hat negative i npact and burden but there aren't any
deci si on makers, per se, even in the NRC staff that
will be able to address sonme of the issues because
t here are things that we are unconf ortabl e and unhappy
with but they're beyond our control.

CHAI RMAN CERQUEI RA: Now, interns of the
commttee nmenbers is there anyone who has speci al
concerns? | nean, Doug, you feel that the nuclear
medi ci ne community is going to be fine with this?

DR. EGGLI: Again, | don't think we have

a -- we're probably going to have a whole | ot of
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choi ce.

CHAI RVAN CERQUEI RA:  Right. Although,
again, if the violations have no negative adverse
i npact, | mean, you know, risk based and if there's
mnimal risktothe patients or tothe users, thenl'm
not sure that it needs to goto the |l evel of severity
where --

DR. EGGLI: It'stakingquiteabit to get
to the -- it's taking quite a bit to get to the
reportabl e medi cal event stage these days. It's going
to take something closeto 50 remto the target organ
toget to areportabl e event stage now. So you can - -
it's -- and at that point, maybe it's reasonabl e.

CHAI RVAN CERQUEI RA: Now for the radiation
t herapy people, are there any concerns?

DR. W LLI AMSON: Well, | think you don't
have to have a nedi cal event to appear in this. |If
you | eave your cesium room door unlocked and a
terrorist cones by and steal s your cesium ny guess i s
he'll find your institution on this |ist. So a
significant security violationinthis climte or any
kind of a procedural violation of Part 35 or your
license that is classified as Level 3 and a fine is
made could end up -- it would be on this list. As

long as it involved health care. It m ght not have
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anything to do with a medi cal event.

MR. BROAN: Wel |, yeah, actually, | don't
believethat's correct inthis case because one of the
criteria is that the violation itself has to be
associated with health care. So a security and
control violation, | don't believe meetsthecriteria
that we've established for --

DR. WLLIAMSON: So it has to be somet hi ng
involving the treatnment of a particular patient.

MR. BROWN:. O a group of patients.

DR. WLLIAMSON: O the maintenance of
infrastructure necessary to support the treatnent.

CHAI RMAN CERQUEI RA:  Dr. Nag and then --

DR. NAG Yeah, and one t hi ng t hat we have
to worry about is a nedical event |ike under dosing
which in many times that may not really nake any
difference to the patient. For exanple, | m ght give
t he patient 4000 and I know -- 4000 centi (phonetic)
and ot her people m ght give 5000. That initself is
a 20 percent variation. That wasn't nade by m st ake.
It really had no bearing onthe patient but it will be
a nmedical event. So on these things, | nean, are
t hese reported or not?

MR. BROWN: Well, | would Iike to go back

toDr. WIlianmson's point, whichis, just because you
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have a nmedi cal event does not nean that the agency
wi |l take enforcenent action.

DR. NAG Right.

MR. BROAN: If the investigation -- the
event foll ow up, concl uded that there was a vi ol ati on
and t hat the significance of theviolationrosetothe
| evel of escalation, then it would be reportable,
al t hough, again, there is a right to chall enge each
i ndi vi dual case.

CHAI RMAN CERQUEI RA:  Ral ph, before we cone
back.

DR. W LLI AMSON: Well, as | think back on
my history with NRC, | don't think |I've personally
been i nvol ved where we' ve had a finabl e of fense, but
" ve been invol ved | ong enough t o knowt hat soneti mes
t he regul atory and enf or cenent acti ons have nore to do
with protocol and dotting Is and crossing Ts and so
on, and really aren't a good marker of the quality of
patient care delivered by the institution.

So while I think the new Part 35 and the
maybe more how should | say, risk infornmed,
performance based attitude, we hope, of the inspectors
w || resol ve di screpanci es bet ween t hese t wo goal s of
regul atory conpliance and i sol ati ng out bad appl es,

you know, there still isthe potential that, you know,
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what NRC mi ght consi der a fi nabl e of fense has not hi ng
todowiththe quality of the health care delivered.

So t hat woul d be, you know, ny concernis
that in whatever guidelines you nake up, you really
consi der the purpose this data base is going to be
used for which is to -- for others to identify, add
practitioners and institutions and so on and be, you
know, really careful inarticulating your guidelines
and try to keep that purpose in mnd and not do it
mechani cal | y.

CHAI RMAN CERQUEI RA: Di ck, you had a
coment .

DR. VETTER: Yeah, a question, two
guestions actually; what efforts have been nade to
conmuni cate this to licensees and t he second one you
addressed briefly and ' mnot sure | understood it,
and t hat was t he accessibility of thisinformationto
the public.

MR. BROAN: Okay, where we're at ri ght now
is still internally working out the process of
reporting and that's not done yet. Once that's done,
we' Il issue a generic conmunication. |'mgoingto go
-- later inacouple of the presentations, go through
t he way we' ve been doing that for regulatory issues

i ke this but the point is well taken. W shoul dn't
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surprise anyone with a double whamry here. Here's
your escal at ed enforcenent and t hen by t he way, here's
the report of Health and Human Servi ces.

That was one hal f of your question and t he
second hal f --

DR. VETTER: Access of the DOEs the
public.

MR. BROWN: Yeah, |I'm going to have to
adm t ignorance. The slide basically provides the sum
total of my famliarity with the actual statute and
t he underlying regulation, but it is -- it should be
accessi ble, 45 CFRPart 61, and | can do sone fol | ow
up and get back toyou. It will be later in terns of
what the controls or access to that data base are. |
knowthere is a password protection on the systemand
you have to be a registered user.

Even for reporting agencies, there's al ot
of adm nistrative hurdles to get throughto be ableto
report data in and QA back on that data. So | think
it's not i nconsequential but I'mnot surewho all it's
limted to when it says you know, health plans wll
have access. |'mnot sure what that neans.

CHAI RMVAN CERQUEI RA:  Dr. Brinker?

DR. BRI NKER: Just a clarification

per haps, did | m sunderstand you? |If so, | apol ogi ze,
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but did you state that the agreenent states m ght not
have ei ther the i nvesti gatory wherew t hal, whatever,
to do what is necessary to report cases in their
jurisdiction?

MR. BROMN: Enforcenent i s not a mechani sm
subject to conpatibility in our arrangenent wth
agreenment states. We require agreenent states to do
event foll owup and assessnment but we do not require
states to have a mechani smto t ake adj udi cabl e acti ons
agai nst |icensees. The way the Health and Human
Resource regul ations arewittenis only adjudi catabl e
actions are subject to reporting.

Now, | can't imagine that there's an
agreenent state that doesn't have the capability to
revoke a license and | think pretty nmuch universally
that would be a reportable event. But in terns of
t aki ng escal ated action and fining a |icensee and
havi ng an adj udi cat ed process, sonme agreenent states
have that kind of system and others don't.

DR. BRINKER: M point is, isn't that --
isn't it unfair thento practitioners who happento be
inan NRCstate to be heldto alevel that m ght be --
reportable level, a level in reporting that's
different from an agreenment state?

MR. BROMWN: | guessit's a matter of, you
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know, Congress' intent 1in publicly accessible
information both for health providers and for
|'i censing boards. Really what you're saying is for
jurisdictions with NRC oversight, there's better
i nformation avail abl e to deci sion makers andit's |ess
good information in other jurisdictions.

DR. BRINKER: Well, it's punitiveto--in
a way or |less punitive tothe individuals and |icense
hol ders to be in an agreenent state thanit isif you
happen to be in an NRC st ate because not only are you
getting reported but this report goes on a data base
that's accessible by people that m ght have your
future -- a role in your future.

DR. DI AMOND: My specific concerns al ong
theselinesis this; it is certainly possible that a
medi cal event could occur which has ny real nedical
adverse i npact, as Dr. Nag was gi vi ng an exanpl e of,
that this information is thought to reach a |l evel of
severity that requires reporting by a group of
i ndi vi dual s that have no true capacity to eval uate t he
severity of the event in nedical terns, then this
makes it to health care plans or makes it to attorneys
and t he next thing you know, you have a | awsuit, you
can't get mml practice insurance, you can't get on

health plans. It is a very, very real possibility,
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particularly in the context of a nedical/legal
envi ronnent that already i s just salivating over every
action that we physicians take.

| can certainly see -- and take my own
state, the State of Florida, the folks in the state
of fice are very ni ce peopl e but they knowvery little
about nedi cine. | do not have confidence that if they
received i nformati on regardi ng an event, they coul d
make a r easonabl e deci si on regardi ng t he true nedi cal
severity of that event and | could certainly see
i nstances where there is a reporting to this entity
and this escalates with very untoward ram fications.

CHAI RMAN CERQUEI RA:  So | think we all
understand the need to dothis and you're obligatedto
do this, but just interns of the specifics, | think
we'dliketoseealittlebit noreclarification both
at the NRC | evel as well as the agreenment states on
what's going to be reportable. And if it's
definitely, you know, a highrisk to patients and has
a negative nedical inpact, it should be reported but
t here can be ot her thi ngs that even t hough t hey' re not
-- they don't endanger patients or the public or the
peopl e using the isotopes but could end up on this
reporting profilewith alot of adverse consequences

toit. Sol guess the questionis where do we go from
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here on this? Do you need nore input fromus? Does
the commttee want to see sonme feedback fromthe NRC
and what they're going to do?

DR. WLLIAMSON: | think it m ght be good
to see the Managenent Directive that Fred nentioned
and give nore specific feedback on that at our next
meeti ng.

MR. BROWN: Yeah, we can certainly
di stribute both a copy of the statute, the Heal th and
Human Services regulations and our Managenent
Directive and any helpin finding anore creative and
constructive way to sati sfy our requirenments fromthe
commttee would be a great help.

CHAI RMAN CERQUEI RA:  And gi ve us sone i dea
agai n you know, based on your -- the data that you
have, what the nunber of events that woul d have been
sent to this data base and what t hey consi st of so we
can get a feel for whether they're nedically
appropriate or not.

MR. BROWN: Yeah, | guess | et ne caution,
nunber one, with a change in the regul ations, | don't
really want to do that, quite honestly. | think
that's apples and oranges | think. | think we could
get very excited about under the old regul ati ons and

the QW actions that were taken by the NRC and woul d
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be spending energy that's not usefully spent when
we' ve al ready changed the rule to address a concern.

And | guess the ot her point | would nmake
iswe'veintroduced nowtheinplicationthat the data
base is only intended to cone into effect when there
are dead bodies or there's determnistic effect and
certainly froman NRC enf or cenent perspective, we | ook
at the precursors with a reasonable potential for
outcone like that. W don't just start when -- you
know, when there's an organ | oss because of a nedi cal
event. So | just request that when you | ook at what
we send out that you think not only about is there
al ways an outcome with a severity Level 3 violation
but are we doing a good job at tying escal ated
enf orcenent to the types of events with potential for
outconmes as wel|.

DR. W LLI AMSON: So you can send us a li st
of these events?

MR. BROAWN: We can do that.

DR. W LLI AMSON: | think that would be
nmost hel pful .

CHAI RMAN CERQUEI RA: That would be --
yeabh.

DR. WLLIAMSON: |f you could give us |like

that last 12 events that have been reported to you
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that you think would be reportable on this --

CHAI RMAN CERQUEI RA: Under the new
regul ations. | just still don't -- we've been tal king
about this, you know, for a half an hour now but |
still don't have a feel for what kind of events within
the diagnostic area and certainly wthin the
t her apeuti c. You know, the exanpl e that Dr. Nag gave,
that's, you know, sort of within the practice of
medi ci ne even though it may have sone i nplication on
the regulations, and |I'm not sure that should be
reportable, but we're kind of beyond our tine.

You have a few nore slides and | know
t here's probably ot her questions, but if we're going
to stay on tinme, we should --

MR. BROAN: No, actually, | think we've
done a better job covering the topic than what the
slides would have done. So that's all | have.

CHAI RVAN CERQUEI RA:  Tel | Linda she did a
good j ob.

MR. BROWN: | will pass that on.

CHAI RMAN CERQUEI RA:  AlIl right, so that
brings us to the next itemwhich is the status of
i npl ementation of revised rule and M. Brown and
Young.

MR. BROAN: Actually, what 1'dlike to do
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is probably go out of turn if Toms ready so | can
make notes to mysel f about the | ast topic, and when
Tom s covered the inspection, then I'll junmp in and
cover everything else. But if | hear you asking
gquestions of Tomthat | know I'm going to cover --

CHAI RMAN CERQUEI RA:  So he' s goi ng to deal
with revised inspection guidance.

MR. BROWN:  Yeah

(Pause)

CHAI RMAN CERQUEI RA: You' re usi ng up your
time, Tom

MR. BROWN: Anot her | esson | earned on
prior preparation.

MR. YOUNG  Okay, do you have a copy of
what | -- okay, good. There's only five slides, four
slides actually because ny nane is on the first one
but Dr. Cerqueira, | want to tell you and your
commttee today about the nedical inspection
procedures that are being revised so that you' d have
an under st andi ng of howthey fit with the revi sed Part
35. And as | recall, as a matter of conpatibility,
they would not be required in agreenent states to
i npl enment t hese sane procedures. They can continueto
use their own procedures.

The nedical inspection program is in
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Manual Chapter 2800 i n the NRC I nspecti on Manual and
it's publicly avail able on the NRC Web. What we' ve
done is we've started a pilot programto streanline
the adm nistrative procedures that are in Mnua
Chapt er 2800. These nedi cal i nspecti on procedures are
bei ng used under those adm ni strative procedures, so
we' re introduci ng these i nspecti on procedures as part
of a pilot programwhich was al so made avail able to
agreenent states. So we've beeninthis pilot program
for about six nonths.

And i f you | ook at slide 2, you see there
just is a quick summary, that we currently have four
i nspection procedures but we've expanded it to an
additional fifthinspection procedure. W're changing
t he i nspecti on procedure nunbers so that we can refer
to themin our -- with our inspectors the way they
charge our tine to a newset of nunbers and t hen we' ve
changed the format to include seven risk inforned
focus elenents which are simlar to what was being
used wi th t he nucl ear nedi ci ne i nspecti on procedures
for about the past year and a half.

And in slide 3 you see the newinspection
procedur es numnbered. It's 87-130 series and the
titles are newtitles that fit with revised Part 35.

So the first one you see there is for low risk
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di agnosti c nucl ear nmedi ci ne and t hen t he next one, IP
87131, is for the nuclear nedicine therapy where a
witten directive would be required. Both of these
are replaci ng t he exi stinginspection procedure 87115.

And t hen t he brachyt herapy prograns have
their own i nspecti on procedure just as before and it
i ncludes the renote after | oader units alsoandit's
a new nunber, 87132 and then the next procedure,
87133, we' ve added the nmedi cal GSRunits to that one.
Formerly it was just 87116 for tel etherapy and then
lastly is the nmedical broad-scope prograns.

And on the next slide, the fourth slide,
these are the seven ri sk i nfornmed focus el enments t hat
wi || provide gui dance to our i nspectors. The way the
i nspecti on procedures were revi sed, each procedure has
t he sanme obj ectives as the current procedures and t hen
t he requi rements section of the inspection procedure
has the seven focus elenments, risk infornmed focus
el ements and then Section 3 provides the matching
gui dance for each of these focus el enents.

What we did essentially in our revision
was to -- there was a |l ot of redundant information in
t hese procedures and fornmerly in Sections 2 and 3 for
requi renents and for gui dance, and we've eli m nated

t he redundant i nformati on and then reformatted it to
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t hese seven focus el ements. So you see inthe past, it
-- for exanple, security and control of |icensed
mat eri al, but nowwe' ve focusedit, concentratedit to
one area for the i nspectors to use. The sanme way for
shi el di ng.

For nunmber 3 there the conprehensive
saf ety measures woul d be other types of hazards or
events that would prompted or pronulgate a
radi ol ogi cal conditionthat woul d be a probl emsuch as
afire, for exanple, or an explosion. And then the
fourth el enment is that the |licensee shoul d i npl enent
a radi ation dosinetry programto accurately nmeasure
and record radi ati on doses to workers and nmenbers of
the public fromthe |icensed operations.

Soit's essentially the same i nformati on,
it's been reduced in size and then it's been
reformatted i nto these seven focus el ements and t he
|ast slide again, is just a remnder that our
i nspectors are usi ng a performnced based approach and
we have again reinforced that into these inspection
procedures that onthelast slide, they'reto observe
and interview, if possible, have the |icensee
denonstrate a procedure or aradi ation safety practice
for them and to take measurenents along with the

i censee or i ndependent of the |licensee whi chever may
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be needed and rat her than just | ooking at records or
just looking at a witten procedure.

And of course, the second bullet is the
i nspectors should not interfere with patient care or
patient privacy. They should be attuned to patients
in the area while they're on site doing the
i nspection. And then the inspectors shoul d exercise
di scretion when they're interviewing the |icensee
staff in the presence of a patient, so that the
patient doesn't have to becone involved with the
i nspecti on.

So those are the revised nedical
i nspecti on procedures.

CHAI RMAN CERQUEI RA: Di ck

DR. VETTER: Just to reflect on sone
personal experience relative to the |last slide, we
just had an inspection | ast week and the inspector
followed this procedure. | don't know if they're
supposed to yet or not but he was anticipatingif not,
and it went extrenely well. | mean, | considered it
to be a very professional inspection focused on the
ri sk, areas of ri sk, spent verylittletime | ooking at
records.

He di d | ook at records, but nostly | ooking

for whether or not we had sone performance probl ens,
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not | ooki ng whet her or not we dotted every I. It was
really a very, very well conducted inspection.

MR. YOUNG That's good to hear because we
want themto only just spot check records to see that
t hey exist, you know, for the type of activity that
they' re observing and that they woul d be abl e to not
really | ook at the |icensee's procedures unl ess t hey
see radi ation safety practice seens to be lacking in
some manner and t hen t hey woul d be asking the |licensee
for better informati on about that, perhaps training on
t hat .

CHAI RMAN CERQUEI RA: That was a real plus.
| kept waiting for the but, and it didn't come. Now,
| think again, | know that the SNMis here and they
had a | ot of problens before, they felt alot of the
regul ati ons were now being put into the guidance
document s and you know, Doug or Ral ph, do you have any
concerns about what's --

MR. BROMWN: | will get to that.

MR. LIETO. 1'dlike to hear what Fred has
to say first before --

CHAI RVAN CERQUEI RA:  Ckay.

MR. BROWN: Then he can explain to ny why
[ m wrong.

CHAI RMAN CERQUEI RA: Okay, all right,

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

202
Jeff.

DR. W LLI AMSON: Can you give ne an idea
of what performance would nean in the area of
radi ati on oncol ogy perhaps, with an exanpl e, what this
per f ormance neans, whether you observed that the
activities conply with the regulation or the
performance end point i s not having a nedi cal event?
Can you give ne a little nore of a description nmaybe
t hrough some exanples, how the procedure, new
procedure for inspection would differ fromthe old
one?

MR, YOUNG If there were -- if the
i nspector isonsite and they knowthat there's an HDR
procedure schedul ed, for exanple, they m ght work
their inspection schedul e so that they could do sone
observati ons during that procedure and then t hey woul d
do sonme i ntervi ews of the staff i nvolved with that and
t hey woul d j ust observe to the extent possi bl e howt he
consol e i s operated and howthe |i ghts are wor ki ng and
how t he survey instrunents are being used and that
type of activity is what we woul d expect.

MR. BROWN: And then discussion wth
i censee staff about energency procedures, are you
fam liar withthem is the equi pnent staged for source

recovery if necessary.
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MR. YOUNG Andif there's not a procedure
bei ng conducted that day, perhaps at some tine
convenient tothe staff, they could do a wal k-t hr ough
or a deno of that. They wouldn't necessarily have to
expose a source, that it would be up to what t hey want
to do.

DR. WLLIAMSON: So the performance end
poi nt woul d be whet her they observe -- whether the
actual or sinul ated patient treatnment as you observed
it, conmplied with the regulations versus how the
docunent ati on conpl i ed.

MR. YOUNG Yes.

DR. W LLI AMSON: So that's the mjor
changes and enphasi s on observation as the basis for
havi ng citable violations --

MR. YOUNG = Correct.

DR. W LLI AMSON: -- versus the records.

MR. YOUNG Right, because we realize once
we're out there it's a just a snapshot, a view of
| i censed operations and based on t he equi pnment t hat we
see and the condition of the equi pment and the ability
of the staff to performor to answer questions. You
know, we understand t hat sone days may be better than
ot hers but we should reach a I evel of assurance of

radi ati on protection while we're on site observingthe
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oper ati ons.

CHAI RMAN CERQUEI RA: O her questions for
Tont?

MR. LI ETO Tom you said that the IP's,
t he I nspecti on Procedures were onthe website, is that
-- do you nmean ADAMS or is there sonme place that's
nore accessi bl e?

MR. YOUNG. They'l| probably be in ADAMS

but they are going to be on the NRC website. | could
give you the path for it. It's not very clean but or
| could e-mail it to you. That woul d probably be the
best.

MR. LI ETO Ckay, if you would give that
to the whole comunity that woul d be appreci at ed.

MR. YOUNG  Sure.

MR. BROWN: And the other action we can
take is to make sure they're linked fromthe Part 35
page as well, because they're probably in the
| nspection Procedure index rather thanthe Part 35. So
we can make a note to fix that as well.

MR. YOUNG I'Il e-mail this to Angel a and
she can --

CHAI RMAN CERQUEI RA: She can get it out to
the commttee, that would be appropriate, okay.

Sounds good. All right, any ot her questions for Tonf?
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If not, we can nove onto M. Brown.

MR. BROMWN: Thanks. | didwant to capture
t he t houghts on the HHS data base and so | apol ogi ze
for that little break in continuity. The topic that
| have is basically the status oninplenentation. It
covers several issues. The first slide tal ks about --
t he second slide tal ks about the |Iicensing gui dance,
NUREG 1556, Vol ume 9 and basically to kind of recap
what happened over the | ast six nont hs, since thel ast
time the commttee net and saw a draft of the NUREG
What had previously been avail able was a March 2002
copy of the NUREG. It largely reflected year-old or
18-month ol d thinking and content. We distributed
that for public coment, had a couple of public
nmeeti ngs requesting conment onit and |' mreasonably
confident that provided it to the ACMJ and if we
didn't, I"'msure I'lIl hear, to get coments on it.

And we went t hrough several nonths process
of attenpting toincorporate many i ndi vi dual comments
on the contents, both of the licensing gui dance and
sonme of the nodel procedures. After doing that in
August of this year, we entered the process of nmaking
sure that the docunent really conformed to t he hi gher
| evel objectives that we have. And we did that in

what was called a Pink Team of nmanagers and seni or
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staff.

And the final thing we did was went
t hrough what we call a Red Teamreview-- |I'msorry,
wrong one on that slide -- a Red Teamreviewwhich is

t he managenent reviewto i nsure that the docunent is
legally enforceable, not that this is a legally
enf or ceabl e docunent but that it doesn't overstatethe
regulations and that it's consistent with senior
managenment perspectives. The next slide, please.

The review team phil osophy for the big
pi cture was t o, nunber one, nmake sure that we were not
regulating In guidance space. That was the nost
critical thing we did. W took the positionthat the
regul ati ons provide for adequate safety where the
regul ati ons speak to newrequirenents in Part 35. And
so, anything that was in the guidance docunent t hat
appeared to require action from applicants or
licensees we clearly either deletedit or separatedit
from the part of the procedure that does provide
gui dance on required subm ttals.

There were several other parts that go
hand in hand with that. Looki ng for unnecessary
burden in the submttal information fromapplicants,
maki ng sure t hat the docunment was under st andabl e. And

then, as | indicated, maki ng sure that we listenedto
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t he comments that we got that were specific to things
that stayed in the NUREG and through all of that,
obvi ously, we were again focused on safety, but the
outcone i s that the NUREGt hat you all have copi es of
is really divided into two parts.

The first part is what's required in a
license application and the information that's
required is very limted and it's directly tied to
either Part 35 or to the Radi ati on Protection Program
requi renments of Part 20. There is not a requirenent
to provide us a descriptionof information that isn't
supported by the underlying regulation. 1| think the
vol une and t he scope of submittal s under this guidance
will be significantly |ess than wunder previous
|'i censing guidance inthe medical areaandit actually
sets a newstandard, | think, across the Part 30 area.

The second thing that we did is we
addressed the issue of nodel procedures. And as
you're aware there had been concern that nodel
procedures because de facto requirenments either
through license conditions that were forced on
|'i censees or through i nspector expectations. And we
drew a clear line that said nodel procedures are not
requi renents, they'resinply tools that youcan useif

you see fit as a |icensee. We seriously discussed
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deletingthemintheir entirety fromthe NUREG and t he
reason that we didn't do that was public stakehol der
comment s requesting that we provi de t hese docunents to
licensees who may find them wuseful, but the
fundanmental bottomline is that anyone that uses one
of t hese nodel procedures does so because t hey want to
and they have all of the freedomto revise that to
suit their own situation when they put it into use.
It is not sonmething that we will regulate to.

So the next slide, the status, now the
NUREG is currently avail abl e and we got it up on the
website as you can see, just hours before the rule
went into effect and it's unfortunate because we had
had -- we had hoped t o have t he NUREG done probably a
nmont h sooner than we did. W hope to be able to
distributeit at the stakehol der neeti ngs. W hopeto
be ableto get it out tothe peopl e at the stakehol der
meetings andtothis commttee well in advance of the
time that it took us to finally get it done.

But it i s nowdone and hopeful |l y when you
| ook at the finished product, you won't have t he type
of concerns that you hadwith the earlier versions and
"1l just give one exanpl e, because sone of you may be
interested in it. In the area of calibration

procedures, we del eted cali bration procedures, nodel
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procedures for all instrunents other than sinple
survey instruments. So there were |ots of public
concerns and comment s about out nodel procedures for
cal i brati on. Those are addressed. The nodel
procedures are renoved fromthe NUREG

Let ne pause and ask if there are
gquestions about 1556, Vol ume 9.

MR. LIETO 1'Ill start. What thenis the
pur pose of the appendices?

VR. BROWN: There's two sets of
appendi ces. The first couple are fornms, the formfor
an application of alicense and then a formthat can
be used to submt the information in the 313 form
The -- all of the appendices after letter H, |
believe, are clearly information -- that's | through
W are informational purpose only appendices and a
i censee couldtear this portion of a NUREG of f of the
back and throwit away and it woul d make absol utely no
difference. They could wite all of the procedures
that they wanted to, to address the things in that
appendi x. That's perfectly fine.

None of those are submitted to us and --
let me be careful. The rule requires submttal of
sone enmergency procedures. Those do have to be

submtted. There's a little bit of guidance back
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there on ways to do that but it's not like you can
just take the NRC procedure and send it in. You know,
we wanted to get away fromthat. The only appendi X
that has any informationinit that is essentially a
requi rement i s Appendi x G whichis informtion needed
for transfer of control. And that basically comes
ri ght out of a different volume of the 1556 process
and if you transfer a license it explains the
requirenents for that. But everything else is for
illustrative purposes other thanthe forns t hensel ves.

MR. LIETO. Fred, there was a docunent
t hat was subm tted that was a conbi ned revi ew of the
previous draft from three of the radiological
soci eties and sone of them had sonme very, | think,
severe changes. Can you coment on any of that
mat eri al and | guess probably interns of things that
were not incorporated into the revision, the final
draft.

MR. BROAWN: | can comment to the extent
that I know we went through -- there were comments
that were specific to calibration for the dose
calibrators and for the 630 therapeutic treatnent
devi ce cal i brations. And we actual | y had gone t hr ough
and i ncor porated many of those changes and we got to

the point that we realized to | eave those gui dance
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docunment s i n 1556 woul d actual |y set up our |licensees
to violate the regul ati ons because the regul ations
require a calibration to a nationally recognized
standard and this docunent does not neet that
requi renment. And so we del et ed t hose nodel procedures
in their entirety.

To the best of ny know edge, we di d not
i gnore any substantive coments in the body that
remai ns unl ess there was a cl ear regul atory basis to
require the submttal of information or to nake a
comm tnment. Now, that -- there are -- |I'mnot sure
there's anyone in the roomthat can hel p me but there
are about 900 individual comments and |'ve been
t hrough themat a high level but | can't quote all 900
of them  Susan?

MS. FRANT: Just totell you, Ral ph, that
the-- all the comments and t he responses are goingto
be out in a docunent that's an appendi x. So |I'mnot
sure what -- it's alnost ready. It may be posted on
the web i n the next week or so, maybe, but if you want
we'll send you an e-mail when it's posted. But they
foll oweach of the comments and what we did with them

MR. BROWN: Ckay, thank you, Susan.

MS. FRANT: Susan Frant, F-r-a-n-t.

MR. LI ETO A coupl e of the issues, since
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this stuff just canme out, you know, within the past
week, |'ve gotten feedback that a couple of the nore
controversi al i ssues regardi ng these appendi ces. The
concernis that agreenent states especially, are going
to take these and keep them as a nodel gui dance for
licensees tofollow Andtherestill isintherethe
i ssue about the 200 DPM per square centinmeter for |-
131 whi ch has been sonething that has been a nmjor
problem and really is an unreasonabl e |evel.

The pati ent rel ease exanpl es have errors
inthemand t hese were pointed out andthe -- interns
of what they're show ng and so see, it doesn't -- from
what |'ve been able to just, you know, glance at in
the last, you know, day or so, it doesn't seemlike
those issues which were brought wup by those
organi zati ons have been -- well, obviously, they've
been | ooked at and they're going to keep themin
there. There nust have been sonme reason why they're
not going to be changed.

MR. BROAN: | don't nean to interrupt but
| can address definitively the contam nation contr ol
action |evel issue. The fornmer nodel procedure
basically establi shed expectati ons on contam nati on
| evel sinsiderestricted areas for acti on and out si de

restricted areas. The newgui dance, if you go t hrough
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it, youw |l seethat it provides the sane di scussi on
but thenit very specifically says that if youwant to
establish as a licensee different criteria, you are
conpletely free to do so and here are the regul atory
requi renents you have to neet in doing that.

You have to meet ALARA. Your val ues have
to be ALARA and you have to worry about di sposal of
the facility | ong termand beyond that, you are free
to do as you see fit with respect to those |evels.
And that's very specifically added in to address the
basic concern of the stakeholder coment. Wth
respect tocorrections onthe 35. 75 rel ease, al though
| didn't doit, I do knowthat we did nmake changes to
sone of the exanples and fornulas to address those
guesti ons.

Now, we may not have gotten themall and
by the | ook on your face, we haven't and we'll have a
continuing battle over that, |1' msure, but the effort
was to do that. We went back to the people that had
witten the original gui dance and wor ked out with t hem
sone obvious errors as were pointed out.

MR. LIETO Because the issue has to do
mainly with the patient release issue, deals
specifically with when you can ignore internal

contam nation and using the criteria that's in the
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appendi x which i s basically what was essentially the
sanme as previous, you are not going to be allowed to
rel ease patients, okay, based on occupancy factors and
so forth in the exanmples, | think it's above 185
mllicuries of 1-131. Sothere's sone specific things
and this was all witten up in the coments that were
submtted, sol really think, I guess maybe al so this
bri ngs up an i ssue of the concept of aliving docunent
and goi ng back and addressi ng sone of these specific
issues in ternms of the concerns that you know, nay
still not have been addressed.

MR. BROAN: | think that's a good point.
| mean, it may very well be that we nake conscious
deci sions that are in excess of 100 mlicuries of 1-
131. We didn't think rel ease was appropriate. I
mean, | won't swear to that but that is the sort of
thing that we can followupw thaliving docunent on.

MR. DI AZ: Okay, other questions? Dick?

DR. VETTER: | know we can't go through
thisinalot of detail but I think it was either at
the | ast neeting or the one before we rai sed theissue
of security and the fact that facility di agranms ended
up on the ADAMS site. In the guidance here, once
again, the licensee or the applicant nust provide a

facility diagram roomnunbers, et cetera. All that
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information ends upinthe publicrecord. Soit seens
a bit of acontradiction here where we are supposed to
do everything we can to protect and secure radiation
sources and yet we are to nake avail abl e to the public
where all of this stuff is.

Is there any thought about allow ng
i censees to keep that confidential?

MR. BROAN: Redacted. | think Susan Frant
would like to --

MS. FRANT: Hi . It seems to be
contradictory and | agree with you, there was a
deci si on made by t he Comm ssi on not by the staff, that
this informati on should remain public. And I think
that if the advisory commttee believes that it's
contradictory to sone of the security issues, that
woul d be a good idea to raise that. W also are
| ooki ng at i nteri mconpensat ory neasures, as you know,
which are those things that are the delta between
exi sting security requirenents and what we know about
potential use by terrorists and others that m ght be
i ntentional m suse rather than accidental m suse or
theft or diversionand as we'rereviewingthat, it may
be that we make a di fferent decision, but right now,
based on the fact that this information has al ways

been public, the Comm ssion decided there was no
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reason to not continue to make it public.

They have di agrans of waste sites al so and
spent fuel and other things. The only thing that
know that isn't publicly avail abl e any nore and used
to beis the |longitude and | atitude of nucl ear power
pl ants coordinates. So | think that that's -- okay,
so it's been a very contentious issue within the
Comm ssi on because you have to bal ance the need for
peopl e to knowt he openness of the informati on and t he
process. There are i ssues on whi ch we make regul atory
deci sions and the regulatory process has to be
transparent to the public.

So you have lots of reasons to have it
public and you have to have a reason not to have it
public to show where it conmprom ses security and as
yet, there hasn't been that kind of information to
meke it clear. Sothat's -- | thinkit's intuitive,
you woul d say, well, why would you send a road map,
you know, why | eave crunbs, but since it has been
public and it's usually posted in the hospital or in
the licensee, it's not as if it's a big secret in
ternms of where t he nucl ear nmedi ci ne departnent is. So
that's part of the thinking.

CHAI RMAN CERQUEI RA:  Davi d.

DR. DI AMOND: Well, Richard, I'mvery gl ad
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you asked the question. | was under the assunption
t hat one woul d continue to submt thisinformtion but
this information was not going to be avail abl e on the
website. Sol'mglad you asked t he question, |I'mgl ad
Susan answered it.

| sinmply don't understand, for exanple,
why t he conmm ssi oner woul d go and renmove the | atitude
and | ongi tude of a nucl ear power plant which can be
seen fromany aircraft of the naked eye 20 m | es away
whereas we would continue to go and post the
| ocations, security arrangenents for a ganm knife
stereotactic radi osurgery unit usi ng Cobalt-60 which
probably of everything that we're di scussing in our
purview is the thing that would have the greatest
concern as far as a m suse as a radi ol ogi ¢ di spersal

devi ce, so |l'mgl ad you brought that to our attention,

Susan.

| particularly --

MS. FRANT: | didn't bring it up.

DR. DI AMOND: Well, I'mgl ad Di ck brought
it up.

CHAI RVAN CERQUEI RA:  Ckay, are there ot her
coments fromM . Brown before we nove on? So do we
need any foll owup either fromyour perspective or

fromthe conmttee' s perspective on this? You know,
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Ral ph, you've gone over it in sone detail.

MR. LIETO Well, not so nuch in terms of
t he appendi ces because just -- you know, t he docunent
just canme out and |' msure there are going to be nore
i ssues, but there were -- | know we're going to be
t al ki ng about a couple of thesealittle bit |ater on
in the schedul e, but there were al so several things
that came out of the workshop, st akehol der
presentations that | know Fred gave t he one i n Regi on
3 and I think Susan al so gave a coupl e of the ot hers,
and t here were t hi ngs t hat were com ng out interns of
howt he regul ati ons woul d be foll owed i n ternms of sone
of the specific issues, sone regarding radiation
safety comm ttees, sonme regarding calibration of
survey nmeters that woul d neet t he requi renents, about
licensing of field sources and nodel nunmbers and so
forth which we're going to talk about a little bit
| ater, dual operation nmachines.

There were several things that cane out
that I don't -- sonme of them | think, were addressed
but I think they were very eye-openi ng because peopl e
didn't realizethat thisis howthe gui dance was goi ng
to be or the regul ati ons would be interpreted. And,
you know, | think that I would be interested to know

if there's anything that's going to cone out of these
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st akehol der neetings in terns of clarification and
interpretation of sonme of these regul ations.

MR. BROWN: We're four or five slides
ahead of oursel ves, but the point is well-taken and |
did plan on getting to them The next slide is
di agnosti c only gui dance. As |I'msure ACMJI i s aware
com ng out of the spring stakehol der neetings. There
was a | ot of discussion about splitting the guidance
for diagnostic off fromother uses and t he resol uti on,
what we did over the course of the summer or nore
specifically Soci ety of Nucl ear Medi ci ne, did over the
summer was to devel op a guidance docunent that's
applicable to diagnostic only and they shared that
with us and the bottomlineis that the NRCin general
supports that docunent.

Wethinkit's valuable to SNMnenbers and
to non-nmenbers for a fee, but the agency is working
with SNM to make the docunent wi dely available to
everyone that's interested for no fee. And what the
docunment does essentially isto provide aroad mapto
i cense applications for diagnosticonly facilitiesin
a way that is easier to follow.

Now, hand in hand with that, hopefully,
we' ve done the sane thing in Volume 9w th a coupl e of

the tools that show applicants for a diagnostic
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facility or a 100 or 200 or both, what they have to
submt in 15.56 Volune 9 as wel |l and what they don't
have to address. But that's the status on the
di agnosti c only gui dance docunent. We actually hoped
to have it wdely available now, but the
adm ni strative process tripped us up.

The next thing | wanted to just |et
everyone know and it kind of envel opes what Tom
addressed is we did go out and train the regional
staff onthe newrul e and t he approach for performance
based ri sk i nfornmed i nspection. It was one part rule
trai ning and anot her part let's nake sure that we're
going to inplement the rule in the manner that was
i ntended and t hat we not regress back i nto the ol d way
of doing business. It was a very -- it was
interactive training. It was spiritedin sonme cases
and hopefully it was effective. There was certainly
a lot of discussion and the proof will be in the
puddi ng.

There was al so agr eenent state
participation in those training sessions and
hopeful ly, Dr. Vetter's experienceis the proof of the
puddi ng and hopefully others wi Il experience the sane.
Yes.

MR. MALMUD: | have a question about the
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di agnosti c only gui dance docunent. |'ve not seen it
and |'m a past president of the Society of Nuclear
Medi ci ne. Has any nmenber of this commttee seenit?
Dr. Eggli?

DR. EGGLI: No.

MR. MALMUD: |'mnot oppositional toit,
but | just --

CHAI RVAN CERQUEI RA: M. Uffel nan, coment
fromthe SNW?

MR. UFFELMAN: The gui dance document in
gquestion went through an extensive internal and
external reviewand was revi ewed over here at the NRC
and but for the adm nistrative glitch that they tal ked
about, I woul d have had copi es avail abl e to hand out
to all of you today and you could have seen the
docunment, but we had t he Board, the Board of Regents,
t he Government Rel ations Commttee and a nunber of
other folks in fact, reviewed it.

MR. MALMUD: Has the nenmbership seen it?

MR. UFFELMAN: Many of the nenbers have
seen it.

MR.  MALMUD: Have nenbers of this
commttee seen it?

PARTI CI PANT: |'m a nenber of both and

|'ve not seen it.
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MR. MALMUD: Now, this is my own
organi zation, so I'mnot speaking hostily about it,
but I'm speaki ng about this process. How can this
commttee see that slide, accept this as an approved
docunment not having seenit. Dr. Eggli, you represent
t he Soci ety of Nuclear Medicinetothis conmttee. |
represent the Adm nistrationtothis commttee. W' ve
not seen the docunent. Soif we aren't to be i nformed
about what's going on, we m ght as wel |l stay hone. |If
we are to be a part of the process, then we shoul d be
reviewi ng sone of this material and1'veintentionally
chosen sonething that's fromny own specialty and ny
own organi zation to point out the deficiency in the
process.

MR. UFFELMAN: And to you | apol ogi ze. |
know it's at your institution because Al Bauer
(phonetic), in fact, had a copy.

MR. MALMUD: But Al an Bauer hasn't given
me the copy.

MR. UFFELMAN: |'mjust telling you where
there is one.

CHAI RMAN CERQUEI RA:  Hey, Bill, would it
be possible for the Society to send the commttee
copies electronically?

MR. UFFELMAN: | think |I can but because
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of the way we were doing it with the NRC, it may be
easier for me to send you a printed out copy. | would
gi ve you t he conpl i mentary $40. 00 copy t hat t hey woul d
have given you for free.

MR. MALMUD: And what does it nean
"di agnostic only"? Does that nean that you can't do
| -131 therapy?

MR. UFFELMAN: This docunent relates to
di agnosti ¢ nucl ear nedicine only. There's another
t herapy docunent that will be forthcom ng after but
the way -- the way t he di scussi on went rel ativetothe
resol ution of theissues with Congress this past year
was wi t h t he focus on di agnosti c nucl ear nedi ci ne. W
said we woul d do a di agnostic only nucl ear nedicine
document in conjunctionwiththe NRCat this tine and
t hen we woul d produce a therapy docunent.

CHAI RMAN CERQUEI RA:  Thank you.

MS. FRANT: Fred, let ne make a comment
because | think this is not an NRC docunent. The
Commi ssion did not reviewit. This was a docunent
t hat was devel oped by t he Soci ety of Nucl ear Medi ci ne.
They had a review process wthin their own
or gani zati on. We | ooked at it and commented on
whet her we thought it was conplinentary or

suppl enmentary or whatever words you want to use, to
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Vol ume 9.

We t hought it did not have anything -- and
this is what our review was about. It did not have
anyt hing t hat was negativeinterns of conplyingwth
ei ther the regul ati ons or was contradi ctory to Vol une
9. Volune 9 is the NRC docunent and t hat docunent, |
believe, this commttee has seen in various stages.
So what | guess ny point is, is that it's not an NRC
docunent . It is a Society of Nuclear Medicine
docunment and what we are pl anning on doing is having
a | icensing agreenent whereby sonmething we think is
useful and we've done this with other docunents by
ot her groups, sonmething we thinkis useful inorder to
prevent peopl e who m ght not be able to either afford
t he nenmbership in the Soci ety of Nucl ear Medi ci ne or
by the copy we are effectively having a |icensing
agreement for unlimted distribution of a Soci ety of
Nucl ear Medi ci ne docunment. So that, | think, makes a
distinction between sonmething that would be
appropriate for us to make sure that ACMJ revi ewed,
which is Volunme 9, and the regul ati ons because you
advi se the Comm ssion on things that the Conm ssion
does. So |l can't speak to howit didn't get to you as
a nenber of the Society of Nuclear Medicine, that's

why | asked Bill to answer.
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MR. MALMUD: | wouldn't expect you to
address how it didn't get to me as a nenber. I
intentionally chose somethinginm own areato point
out the relative inpotence of this commttee in
dealing with material. What's the nanme of the
committee? It's the ACMJU. Howis it that we don't
see sonet hing the NRC supports? Where are we in the
| oop? Should we be in the | oop? Should we be --

MS. FRANT: Well, | understand your point.
| guess ny question woul d be, do you believe that all
the work that the staff does should be revi ewed by
ACMUI? | don't really want to -- you know, | nean,
that is -- there are alots of things that we do that
aren't reviewed by ACMJ .

MR. MALMUD: That relate to the nedical
use of isotopes?

MS. FRANT: Yes.

MR. MALMUD: Isn't that what this
commttee i s supposed to be doi ng?

CHAI RMAN CERQUEI RA: | guess that's a
br oader questioninterns of what eventual | y gets down
to the commttee level and you know, | serve on
several Medicare commttees and we've got the sane
i ssue. | mean, when they get any kind of, you know,

deci si on maki ng, they set up these panels and what
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cones to us is very arbitrary. So you know, naybe we
can get to that at the end of the day. | think to
try to keep on schedul e, we should go on as soon as
Ral ph has a coment.

MR. LIETO. Well, | haveto agreewth Dr.
Mal mud. Even the fact that it's com ng out of the
Soci ety of Nuclear Medicine, the fact that this --
that the NRCis going to make this avail abl e whet her
you like it or not, it's going to be construed as an
endorsenent by the NRC. And | think anything that's
goi ng out to the general stakehol ders as an endor sed
means of conpliance, | think we ought to have a crack
at it, okay.

Maybe everything init is totally benign
and there's not going to be any problens with it but
it's just like, you know, the first page of the
handout s here, onthe slides, there's anissue sunmary
t hat went out a week ago about new nodal ities under
Part 1000. The first | sawof it was this, yet this
has gone out to all the stakeholders and all NRC
|icensees. And | think we ought to have -- and there
is some objections to this and | think what's agai n,
t o enphasi ze, i s that when are we going to be part of
the | oop and why do we have to conme back and fi nd out

about all this stuff because our societies are going
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to ask us, didn't the ACMJ coment on this.

CHAI RVAN CERQUEI RA: Care to comment,
Fred?

MR. BROAN: Well, obviously, none of you
represent Societies before the Conm ssion. You're
provi di ng advi ce to the NRC st af f where request ed and
we respect that and use it greatly. And everything
t hat we're tal king about today, although you nay not
be 100 percent, hopefully you see the i nprint of the
advice that you've given us. And you know, |'m not
sure that you should wi sh for sonme of the things that
you seemto be wi shing for here today if you hope to
continue to practice and have lives outside of this
advi sory comm ttee.

But you' d have t he bl ood pressure of sone
of us that work for the NRC, but that would be ny
observati on.

CHAI RMAN CERQUEI RA: Ckay, one | ast
comment and t hen we real | y shoul d nove on. And agai n,
sone of these are nore adm nistrative things and --

DR. W LLI AMSON: | guess one request for
the future, it sounds like there's going to be the
possibility of a 35.300 docunent com ng out fromthe
Soci ety of Nucl ear Medicine that the NRC nay or nay

not endorse and since that -- since nuch of 35.300 or
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sone of 35.300 is done in radiation oncology, | do
think it would be prudent for that docunment to be
reviewed by this commttee in view of the nulti-
di sciplinary nature of radi o pharmaceuti cal therapy
and get a broader perspective thanjust the Society of

Nucl ear Medi ci ne before you go ahead and endorse it.

MR. BROWN: I think harking back to
Susan's point, it's not an NRC product and as an
advi sory comm ttee, NRC staff, | don't think we're

going to bring it forward unl ess we reconsi der that.

DR. DI AMOND: Wait a second, hold on a
second here. So here's going to be a docunent that de
facto will be construed as havi ng an NRC endor senent
that will include activities that sonetines extend
outside the purview of the one society that is
drafting the docunment; is that correct?

MR. BROANN: Well, to be quite honest, |I'm
not famliar at all with the docunment. This is the
first time |'ve heard of it.

DR. DI AMOND: 35, Subpart 300 does i ncl ude
sone activities outside the exclusive purview of
nucl ear nmedicine. | think it is essential that sone
individuals or entities outside that particular
specialty al so have a crack at it before it goes out.

It may be perfectly crafted, el oquent | anguage, but if
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there's a problem then we have to go back as a
comm ttee and pick up the pieces and it takes three
times as long and our bl ood pressure also goes up.

DR. W LLI AMSON: So we do not have control
over what the Society of Nucl ear Medi ci ne publishes
but we can gi ve you advi ce as to whet her you ought to
endorse it or not in its present form

MR. UFFELMAN: On behal f of the Soci ety of
Nucl ear Medicine, | can assure you that before the

t her apy docunent goes as far as thi s docunent has gone

you all, in fact, will see the text of that docunent
and your coments wll be invited, | nean, as
reviewers. | wll --

DR. DI AMOND: | appreciate that and |

don't anticipate there necessarily being any probl ens
but the point comng from Fred is that it's our
di screti on whet her we choose to share that with youin
advance and | ask nyself what the heck am | doing
here.

CHAI RMAN CERQUEI RA:  Coul d you use the
m crophone?

MR. UFFELMAN: In their defense, we
initially -- we started out to do the guidance
document, this -- to do this thing, w thout the NRC.

We were doing it as a service to our nenmbers and in
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t he process of the various -- all the stakehol ders

nmeeti ngs and ot her things that went on, it becane --
t here was an opportunity, if youwll, tomkeit nore
wi del y avai |l abl e and that's what in fact, the outcone
of the licensing agreenment is.

MS. FRANT: Okay, let's just back up a
little bit which Bill has suggested. There's been no
di scussi on between NRC and the Society of Nuclear
Medi ci ne to devel op a gui dance docunent for use by NRC
| i censees. I think the Board of the Society of
Nucl ear Medi ci ne has asked why t here was a di agnostic
only document and wasn't there a point at which it
would be wuseful to have sonmething related to
t herapeutic uses particularly within the Society's
practitioner base, and so we haven't even | ooked at
it. We haven't even discussed it and | think if you
want to say to us, well, before there's any docunent
t hat t he NRC endorses, we're not endorsingit. W're
making it avail abl e.

CHAI RVAN CERQUEI RA:  But by mmking it
avai |l abl e, though, that is sort of atacit endorsenent
and you know, and again | think certainly the nucl ear
cardiology community had no input into the SNM
document on that aspect of it and simlarly the

radi ati on oncol ogi sts and nmedi cal physicists when
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you're dealing with, you know, the 300 series, there
are sone things inthere that are not done excl usively
by nucl ear nmedici ne physicians and --

MS. FRANT: Understood, understood, but I
t hi nk t hat not to bel abor the point, if we are going
to have sonething that isn't widely reviewed, this
document did have a significant review process.

CHAI RMAN CERQUEI RA: But only by one
Soci ety. The one thing that's unique about this
commttee --

MS. FRANT: No, no, | don't so.

MR. UFFELMAN: It went to ACR, it went --

CHAI RMVAN CERQUEI RA:  To ASNC?

MR. UFFELMAN: To ASTRO, | believe there

were ASNC nenmbers involved in the review

CHAI RMAN CERQUEI RA:  1'm not so certain.
MS. FRANT: | think that -- | take your
point. We'|l discuss further what to do and howto do

it, but I think that it's not fair to Fred to say to
him "How come you didn't come forward with this",
because the process was not an NRC docunent and |
think that maybe we need to --

CHAI RVAN CERQUEI RA: But if it's goingto
be di stributed by the NRC, as Dr. Di anond said, it --

you know, this is the advisory commttee and you're
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basically --

MS. FRANT: We distribute many docunents,
ANS, ANSI, many docunents that don't review-- that
aren't reviewed by any advisory conmttee to the
Comm ssion. ACRS and ACNW do not review docunents
that are distributed necessarily in support. Even
part of the regulations in 50.55(a) there are a | ot
of documents that are standards and put out by
different societies, including EPRI that are not
reviewed by ACRS or ACNW So | think that ACMJ is
not being treated as if you're different fromthe
ot her advisory commttees.

CHAI RMAN CERQUEI RA:  Wel |, then speaki ng
not as chairman of the conmttee but as a nuclear
cardi ol ogist who's, you know, sitting on this
commttee, thenit's not a process that | want to be
i nvol ved in. You know, | think as Dr. Mal nud said, if
you're going to have the commttee, there are certain
t hings -- obviously, we don't want to get every item
t hat comes t hrough, but whenclearlyit relatestothe
regul ati ons, we should be involved. Leon?

MR. MALMUD: Perhaps -- may | ask a
gquestion? Gui dance doesn't nean regul ati on, doesit?

MR. BROWN: That's correct.

MR. MALMUD: And therefore, there are no
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rul es established by this docunent.

MR. BROWN: That is correct.

MR. MALMUD: So that ny question may have
been overkill. This is only guidance, it doesn't
establishrules for anyone, isthat afair statenent?

DR. DI AMOND: But there's this rules
creep.

MR. DI AZ: But some of the states
apparently are putting the guidance docunents --
right.

MR. MALMUD: So that the non-agreenent
states would be --

CHAI RMAN CERQUEI RA: It's only |ike 18 or
17 states. The mpjority are agreenent states.

MR. MALMJUD: So | see, so then nmy question
stands as it was. It is a risk.

MR. LI ETO And one other point relatedto
that, even in NRC regions, when they do a |license
review or cone in to look at a licensee, and they
i nspect procedures, okay, they' re going to grab what
is an acceptabl e gui dance out there. Ckay, so if
they're going to conpare anything, they're going to
conpare it to the guidance docunents that are out
there and evenin NRCstates, it becones atenpl ate by

whi ch they will |look at things if they have to review
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procedur es.

VR. BROWN: | guess to build a
constructive point, take buil ding on what Ral ph j ust
sai d and what underl ays sonme of this concern, one of
the things that we've dealt with inspectors in
i nplementing this new rule is we don't inspect
procedures and we don't expect inspectors to go out
and ask for all the records to prove that you were
keepi ng records or ask for your procedures to review
themto seeif they're adequat e because that | eads to
t he use of tenpl ates and chal | enges to t he adequacy of
procedure when your performance i s outstanding.

And so the whol e fundanmental shift that
Tom described is for inspectors to go out and watch
real people doing real work and if there isn't any
work, thentotalk toreal peopl e about the real work
and cone to conclusions about the adequacy of the
program based on that, not the procedure. So you
know, the inmportance of sonme of this informational
only procedures, we're doi ng a paradi gmshift with our
staff and hopefully as we change, you'll see that
change and do a paradigmshift with yourselves with a
| evel of concern about some of these docunents.

But | think the nmore fundanmental point

that | took fromDr. Dianond's conmments i s you know,
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we need to be careful recognizing and pronoting
procedures that are not NRC procedures i f we haven't
had a chance to coordinate with the commttee.

CHAI RVAN CERQUEI RA: One | ast comrent and
we're falling way behind on the agenda and Ral ph may
get his day tonorrow if we --

DR. NAG Just on the therapy on the 300
docunment guidance, | think that wll be nore
controversy enforced by both nucl ear nmedi ci ne and by
radi ati on therapists and | don't think that you have
a gui dance docunent by one soci ety t hat may or may not
be supported by the other. It will be a maj or point
that you'll have conflicts.

CHAI RVAN CERQUEI RA:  Al'l right, we've beat
Fred enough on this issue. Now, so we've got two
topi cs, the Seal ed Source Model Numbers and Practi cal
| ssues Associated with Mnual Brachytherapy Seed
| rpl ant that we' re supposed to finish before the 2:45
break. So, let's --

MR. BROWN: And actually, there are
i nportant things on Part 35 inplenentation that go
back to Ral ph's comments as well that | would like to
go over real quick.

CHAI RMAN CERQUEI RA:  Why don't you keep

goi ng because we actual l y haven't gone t hr ough yours?
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MR. BROWN: |If we can skip the slides on
i nspectors and ski p the slide on stakehol der wor kshops
and go right tothe current action. Wat we're doing
ri ght now goes back to Ral ph's point. There were a
| ot of good things that came out of the stakehol der
nmeeti ngs. There were issues identified that we
hadn't fully thought through ourselves and weren't
fl eshed out by the commttee and the staff doing the
rul e change. And we're in the process of trying to
address those. As we address them we put themup on
our external web and |'ve providedthelinktowhat is
t he question and answer |ist which where we address
the things that came up. There were questi ons about
RSO qualifications. There were questions about
instrunent calibration ranges. So that the general
t hi ngs were about maybe a quarter of the way t hrough
t hose questi ons.

Now, the final slide is that there were
several questions that canme up where the answer was
not this is not a problem The answer was in fact,
thisis aproblemand we need to address it because it
will have a major wunanticipated inmpact on the
i ndustry. The first question was the Regulatory
| nformation Summary that's in your packet which

addr essed 35. 1000 nodal i ti es and what woul d be cover ed
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by 35. 1000 versus what was covered by 400, 500, 600
types of uses or 300 types of uses.

We issued that regulatory information
sunmary. It covers intervascul ar brachyt herapy whi ch
based on the statenents and considerationintherule
was previously identified as a 35.1000 application.
It al so addresses TheraSphere and other Yttrium 90
m crosphere treatnments and the diaSlite brain
treatment and there are differences in the |icense
communi ty about howto address those types of use and
actually |l cantal k to Ral ph outsi de of the neeting at
a break that | think we're actually providi ng the nost
flexibility by doing this the way we did it and
hopefully I can convince himof that.

The nore i nportant one, though, that was
a show stopper is that the requirenments for manua
brachyt herapy seed cal i brati onin 35.432 requires seed
cal i bration but they donot requireit to be performed
by an AMP and yet the record keepi ng requirenent for
that calibrationrequiredthe signature of an AMP and
t he concern was that that would create the need for
all 35.400 licensees to go out and have an AMP do
their calibrations. And that was not the intent of
the rule, so we are rushing to get a regulatory

i nformati on summary out, clarifyingthat an AMP i s not
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required for manual seed calibration.

Afinal one and it is an inportant area,
is the Strontium 90 eye applicator cal cul ation of
treatment times based on the current calibration of
t he sources and that is the only requirenent i n 35.400
types of uses for an AMP. And the question that has
come up i s what type of qualifications were i ntended
for the AMP who does t hose cal cul ati ons and t he npst
significant inpact is in Puerto Rico where there are
a lot of eye applicators.

CHAI RMAN CERQUEI RA:  Apparently 19 out of
the 20 that are registered, according to the
information. There's oneinDCand 19 in Puerto Ri co.
So we're tal king about afairly limteddistribution.

DR. W LLI AMSON: These are |icensed,
st and- al one eye plant |icensees.

CHAI RMVAN CERQUEI RA: That's correct.

DR. WLLIAMSON: Many institutions --

CHAI RMVAN CERQUEI RA: Have them that's
true.

DR. W LLI AMSON: -- that practice
radi ati on oncol ogy have eye pl ague t her apy avai l abl e.

CHAI RMAN CERQUEI RA:  That's true.

MR. BROWN: And the basic thing that I

want ed t o qui ckly poi nt out hereis that the direction
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the staff is looking at -- taking is looking for
denonstrated ability for that sort of revi ewof an AWP
and the principle of having a limted AMP for only
that 35.400it's not evenacalibration, it's actually
a determ nation of activity to Kand | was hoping to
get sonme feedback fromthe conm ttee onthat concept.

On the one hand, was it intended -- does
the conm ttee believe that an AMP qual i fi ed under the
full qualification process would have to do those
activity corrections or is there flexibility for a
nor e performance based denonstrated ability for that
st and- al one requirenment area of use?

CHAI RMAN CERQUEI RA: Well, that was a
cl osed session.

MR. BROWN: That was discussed this
nor ni ng.

CHAI RVAN CERQUEI RA: |t was di scussedthis
nor ni ng.

MR. BROWN: Thank you. Very good, thank
you. You're well ahead of ne.

DR. NAG Al t hough that was a closed
session, | think the part of it about whether we can
have | i m t ed aut hori zed nedi cal physicist that's what
we di scussed here, | think.

CHAI RMAN CERQUEI RA: Jeff, do you careto
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DR. WLLIAMSON: Well, I thinkthe summary
was -- | don't know how nmuch | can say about this
nor ni ng, but the summary was that -- | think this is

fair to say, correct me if I'"'mwong, that we felt
unconf ort abl e endorsing a sort of sub- AWMP t hat woul d
have fewer qualifications than the main AVP that |
think the group felt that the concept of having a
graduat e degree in nedical physics or a science and
t he two years of experience, supervi sed experience in
radi ati on oncol ogy i n fact, was i ntended, you know, as
t he ki nd of person that shoul d have oversi ght of an
eye pl ague programas wel | as, you know, in general is
the practice with manual brachytherapy as well,
al t hough not addressed by the regul ations.

| think that in the situation that was
present ed, you know, we stated that on a case by case
basis, exenptions to that requirement could be
submttedtothis commttee and you know, t he | evel of
experience for individuals scrutinized but that we
weren't confortable calling that person and AMP but
sinply sayinginthelicense 35. XXX not withstandi ng,
so and so is authorized to performStronti um 90. So
t hat cane up with what we t hought was a very limted

exenptionandtriedtoreduce the probability that it
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woul d be taken as a -- howshould | say, a precedent.

MR. BROWN: Excellent, thank you.

MR. LIETO. Didyouwant us to discuss the
first itemon your slide there about --

MR. BROAN: | didn't really thing it was
controversial but I amhere to serve.

MR. LI ETO. The 1000 energi ng technol ogy
because it canme up earlier this norning about that
t here was concern about Yttrium 90 m crospheres bei ng
under 1000 as opposed to be in 300 or do | have the
sections m xed up?

DR. VETTER: No, | think the concern was
the fact that 1000 requires that anyone who applies
the m crospheres nust qualify under the radiation
oncol ogy and that it doesn't qualify under therapeutic
nucl ear nedi ci ne.

MR. BROAN: Let ne just, we're going to
confuse a |l ot of people but tojunp directly to that,
for limted scopelicensees, they -- alicenseeto use
35.1000 will have to request approval and provide
their program and how they want to deal wth
m crospheres and the current gui dance suggests that
35. 400 provi des an adequat e program Now, there's two
things to be aware of in that discussion.

Nunmber 1, broad scope licensees are
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exenpted from the requirements to conme to us to
descri be howthey're going to do 35.1000 treatnents
and so there are current NRCI|icensees who are using
300 kinds of AUs for the TheraSpheres or the
M croSpheres and that's perfectly acceptable and
there's nothing in this approach that prevents that.

The second thing that we' ve had
di scussi ons about internally is that just because it
may be correct that generally TheraSpheres | ook nore
I'i ke brachyt herapy than they do unseal ed radi oacti ve
mat eri al, that doesn't nmeanthat alicensee can't have
a perfectly good approach and an AUt hat's a 35. 300 AU
who could do this very well, and we ought to | earn
from what broad-scopes have done successfully and
shape our approval of specific license requests and/ or
gui dance around that.

DR. VETTER: | guess it's not clear to ne
fromthis issued sunmary that that's the case.

MR. BROWN: And yeah, all the issued
sunmary was to |l et an applicant conme i n who was about
to beginto use McroSpheres to nake it cl ear that we
do for a specific |licensee, expect to see a |license
request that we can | ook at how they're going to do
it.

DR. W LLI AMSON: Well, | think this
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br ought up one of the concerns we had as a comm ttee
t hat was rai sed during our closed sessionis that we
recall being consulted on the TheraSphere i ssue and
what sort of |icensing guidance there shoul d be when
it was rai sed maybe 18 nont hs ago, approxi mately, but
we never really got to see the final |icensing
gui dance. So that was a concern about foll ow up and
nowit's amatter of grave concernto several menbers
of the committee that the |licensing gui dance appears
to exclude a discipline, you know, that was heavily
i nvol ved in the devel opment of clinical testing of
this nmodality and so it's not fair.

And so | think it would be prudent and
useful, let's say, tocirculatetothis conmtteethe
|'i censi ng gui dance for that product and probably the
ot her ones that have been nentioned before this
conmttee and at |east give us an opportunity to
express our opinions.

MR. BROWN: | think it's a good idea.

CHAI RMAN CERQUEI RA: | think Susan's
right, though, our e-mail boxes are going to be
overwhel ned but --

MS. FRANT: It's a question of timng
because we neet once every six nonths and if you had

a standi ng subcomm ttee, we'd be happy to work with
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t hem

MR. BROWN: | guess, let nme go back. If
you have a specific request of us to see sonething,
" mnot sure we're saying we're not going to give it
to you. Then there's the other issue, the process
i ssue of -- you know of ACMUI --

CHAI RMVAN CERQUEI RA:  Well, a lot of the
t hi ngs we don't know what to ask for because we don't
know all the things that are out there.

DR. WLLIAMSON: | think the 35.1000 is
very controversial withinthe regul ated conmuni ty, who
should do what and NRC is caught in the m ddle of
often tines unfortunately perhaps for you, in turf
war s and such and so | t hi nk one useful strategy would
be I thi nk what ever |icensing gui dance i s made for one
of these newnodalities, | thinkit would be useful to
have a standi ng subconm ttee of this commttee that
could review and gi ve advice, at |east, you know, |
suspect it would help in the final acceptance of the
product to have a |l ot of these things worked out in
advance, you know inter-vascul ar brachytherapy and
sone of these applications which are on the boundary
bet ween radi ati on oncol ogy and nucl ear nmedi ci ne are
bound to be quite controversial and I think it can

only be to the Comm ssion's benefit to seek t he advi ce
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of a multi-disciplinary group such as this.

DR. NAG Can you explain how are you
handl i ng radi oi mmunnot herapy |i ke Zeval i n where the
radi oi sotope is bound to anti bodies?

MR. BROAWN: | wasn't really prepared to
specifically address that.

DR. NAG That's sonmething that will cone
up and it probably is going to be comng up in
i censi ng.

MR. BROAN: Dr. Donna-Beth Howe i s goi ng
to grab a m crophone.

DR. HOWE: Sone of t he basic gui dance t hat
we use is we | ook to see how our regulations will --
how a new product will fit into our regulations. And
so it may be a new and energi ng technol ogy to you but
t he basi c el ements for radi ati on saf ety may have been
wel | established for the product. And so for the case
of Zevalin, it's a radio-pharmaceutical. It's a
monocol onal anti body so a nonocol onal anti body may be
newto t he medi cal conmunity but radi o- pharmaceuti cal
and radi ation safety progranms that go with radio-
pharmaceuticals are not and so we |ooked at our
current regul ati ons for t her apeutic radi o-
phar maceuti cal s and determ ned t hat t her e was not hi ng

in the nonocl onal anti body that was outside of our
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regul ations for the therapeutic radi o- pharnaceutical s
and so Zeval in is being covered under 35.300 and even
though it is a newtechnol ogy for you and you nay be
adm nisteringit slightly differently, the radiation
safety concerns, we believe are covered.

DR. WLLIAMSON: Well, I think you haveto
be nore t han concerned with just radi ati on safety and
techni cal concerns because the high risk nodalities
al so specify the trai ni ng and experi ence necessary for
t hose nmodalities and it was agreed phil osophically
al ong sonme years ago that as the risk escalated to a
certain point, as is the case with therapeutic
nodal ities, clinical experience woul d be required and
so when you have cross-over nodalities like this, |
t hi nk you have to | ook at what parts the community are
you going to include or exclude fromuse. So it's
nore conplicated, |I think than --

DR. HOWE: But | think the new Part 35
withits requirenents for the training and experi ence
for the therapeutic authorized usersissignificantly
up' d because of the risk than the old Part 35 and so
| think our Zevalin positions would fit very well in
t he new 35. 300.

DR. WLLIAMSON: Well, | thinkthat if the

traini ng and experience requirenments are repaired as
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proposed, there woul d be aroute toinclude radiation
oncol ogists in 35.300. Who got excluded from
practicing radio-pharmaceutical therapy as the
regul ati ons are currently published?

DR. DI AMOND: But, Jeff, if | recall
correctly when we rewote 35.300, we did make t hose
nmodi fications. | was hopingto see those today to see
if what | wote was still what | wote.

DR. WLLIAMSON: They're there.

CHAI RMAN CERQUEI RA: It's there. You just
got them |l ate, but --

DR. WLLI AMSON: Anyway, | thinkit is --
it would all be solved if we had some sort of a
standi ng unit that coul d | ook at things |ike thisthat
cone up on and where there's a short-termneed for NRC
to get feedback nore quickly than every six nonths.

CHAI RMAN CERQUEI RA: W th the 1000, this
issonmethingthat will continuetorecur andthere are
issues related to radiation safety but there's al so
i ssues of who's goingto be practicingthe use and al |
right, | think we should take a break nowand there's
a couple of topics that we didn't hit that we'll have
to come back to after the break, but let's just take
a 10- m nut e break and be back at 3: 00 o' cl ock. Leon,

do you want to make one |ast --
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MR. MALMUD: It's a question again. |
have a very sinple concrete question. 1'd like to
think in sinple terns.

CHAI RMAN CERQUEI RA: M crophone.

MR. MALMUD: Oh, excuse nme. Wien | go
back t o Phi |l adel phia, and nmy col | eagues who practice
nucl ear medi ci ne ask nme are they going to be all owed
under NRC regul ati ons to use Yttrium 90
t herapeutically, what's the answer, yes or no?

MR. BROWN: Broad-scope |icensee?

MR. MALMUD: No.

MR. BROWN: Specifically licensee.

MR.  MALMUD: They're in comunity
hospitals around Phil adel phia and they practice

nucl ear nmedicine full tine.

MR. BROWN: They'll have to submt a
i cense request -- if they don't already have it on
their license, they' Il have to submt a I|icense

request and make their proposal on why they -- what's
the safe way to apply the treatnment and there's no
foregone conclusion at this point.

CHAI RMVAN CERQUEI RA: Then how are you
going to make a deci sion?

MR. BROAN: Well, | think we're going to

do it in consultation with the ACMJ .
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CHAI RMAN CERQUEI RA: So this commttee --

(Laughter)

CHAI RMAN CERQUEI RA:  No, no, right but the
thingisthisis such acomon issue that rather than
havi ng every application go beforethe Commttee, this
i's you know, an opportunity to create sonme rul es t hat
woul d establish that for you.

MR. BROMNN: Yeah, | agree and | thought |
heard maybe a recommendati on that the comm ttee was
going to establish a subcommttee to work with NRC
staff on the gui dance for 1000 applications and the
thing with gui dance, you know, | guess that |I would
say is we want to have flexibility and a range of
options rather than the only way to do t hings, and so
that -- we're | ooking at that in the agreenent state
space and certainly we'dliketodoit with the ACMJ
and if that's, you know, your recomrendation to the
staff, then we can respond to that reconmmendati on.

CHAI RVAN CERQUEI RA: Yeah, let's nmake a
nmotion and so we sonehow get it into the m nutes.

MR. LI ETO Before you make a
recomrendati on, | guess onethinginfollowupto Dr.
Mal mud, what was the criteriathat made the Yttrium 90
and the M croSpheres not being Part 300 but in 10007

What was t he heal th and safety i ssues that determ ned
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just |'ike the nonocl onal anti bodi es why wasn't it 300,
why shoul dn't it have been -- you know, why did it go
in 1000? And | guess that's --

MR. BROWN: The answer again is it
i nvol ved seal ed sources. The M croSphereis actually
a seal ed source.

DR. NAG Then it could be 400, why not
bei ng 4007

MR. BROAN: It's not in 400 because you
cannot do an i nventory of sources as required by 400
for M croSpheres.

MR. LIETO A M croSphere is a sealed

source?

DR. NAG  Yes.

MR. BROWN: That's correct.

MR. LIETC Then why isn't a sulfur
col | oi d?

MS. FRANT: How can you define a
M croSphere as a seal ed source?

MR. BROAN: It's in the seal ed source --
| mean, you asked nme a sinple question and | don't
know seal ed source and devices |ike other things
don't know but the answer is, it's a sealed source.

CHAI RVAN CERQUEI RA:  You know, 1000 was

this enmerging technologies and so if we had --
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MS. FRANT: That's not the title of the
sections.

MR. BROMWN: Others, other nodalities.

CHAI RMAN CERQUEI RA: Okay, so | guess
there are no established criteria.

DR. W LLI AMSON: Except that it doesn't
fit cleaning in 300 or 600 or 200.

DR. NAG. Sinmilar tothe questionthat Dr.
Mal nrud asked, if | had my community radiation
oncol ogist ask ne what is there -- can they use
Zevalin or not, would the answer be the sane, they
have to ask for it and we have to | ook at it or what?

MR. BROWN: Unless it's a broad-scope
i censee.

DR. NAG No, a comrunity person.

CHAI RMAN CERQUEI RA:  So we' re getti ng back
to the real role of this commttee. This is the

playing fieldfor the various turf i ssues that conme up

that -- Leon, you had a comment ?
MR. MALMUD: |t may be -- | nean, this has
nothing to do with the NRC It may be that the

manuf acturer of the YttriumM croSpheres i n applying
for FDA approval went through the -- not the radio-
pharmaceuti cal approach but went through the

i nstrunent ati on and technol ogy approach. What do t hey
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call that?

PARTI Cl PANT: Devi ce.

MR. MALMUD: Device, the device approach.
And if they went through devices, then it may have
been seen as being a device in nuch the sane way as a
tomato is a vegetable rather than a fruit. It's
because we say it is, not because it is.

And t heref ore, t he NRC nay have responded
to that which canme fromindustry in the way that the
NRC usual ly responds to sonething directly fromits
source. |'mnot attributing any bl ane to anyone. |
just would I'i ke to be able to answer the question of
my col | eagues in a strai ghtforward way so t hat we can
reassure them that their practice of giving [-131
t herapy, et cetera, will nowbe all owed to expand with
application to Yttrium90, McroSphere, that's all.

CHAI RMAN CERQUEI RA: | don't have a good
answer for that, Fred.

MR. BROWN: | think there's one --

CHAI RVAN CERQUEI RA:  Yes.

MS. WARBI CK: My nane i s Ann War bi ck from
MDS Nordion andit's exactly as you sai d. NMDS Nor di on
represent ed TheraSphere as an i npl ant abl e devi ce and
so it's a device, not a drug.

MR. BROWN: That's the answer.
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MS. WARBI CK: So that's the answer to your
guesti on.

MR. MALMUD: May | ask, did Nordion intend
for nucl ear physicians ever to use the drug as a
t herapeutic agent?

M5. WARBICK: Intheearlyclinical trials
in Canada it was used by a nucl ear nedi ci ne physi ci an
in partnership with diagnostic radi ol ogy and ot her
medi cal specialties.

MR. MALMUD: Thank you.

CHAI RVAN CERQUEI RA: Al | right, one | ast
comment and then we w Il absolutely break. Jeff?

DR. W LLI AMSON: Shall we nmake our notion
about - -

CHAI RMAN CERQUEI RA:  Yes, yes, we're going
to the notion, yes.

DR. W LLI AMSON: Okay. All right, here's
t he notion; the ACMUI recommends t hat t he Chairman of
the ACMUI form a standing subcommttee to review
35. 1000 l'i censi ng gui dance as it is devel oped by NRC
staff.

PARTI Cl PANT: Make recommendati ons on
i censi ng gui dance?

CHAI RMAN CERQUEI RA: Li censi ng gui dance,

okay. And training and experience woul d be part of
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that. Do we have a second for that?

DR. NAG. Second it.

CHAI RMAN CERQUEI RA: Al right, any
further discussion? Should we call for a vote? All
in favor?

(Aye)

CHAI RMVAN CERQUEI RA:  Opposed?

(No response)

CHAI RMAN CERQUEI RA: No abstentions?
Ckay, so Fred, if we could formthe commttee. Now,
do we have -- | nmean, we've identified one -- the
M croSpher es obvi ously bel ong i nthat category but are
there any other things that are out there?

MR. BROWN: The two that are not |VB, and
| VB has been around the table several tinmes --

CHAI RMAN CERQUEI RA: A few tines, right.

MR. BROAWN: -- isdiaSite, treatnment of
brain tunors, the M croSpheres, there's actually two
products, and then the question of the Zevalin which
actually is comng to you fromus, actually.

(A brief recess was taken.)

CHAI RMAN CERQUEI RA:  You're back

MR. BROMWN: | enjoyed it so much. No,
actually | would Ilike to say, you know several people

have sai d, you know, if you're bl eedi ng put bandages
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on and I hark back to Dr. WIllianmson's comment early
on that, you know, there should be an effective and
active i nterchange between staff and the comm ttee and
| conpletely believe that that's true and support it
and | think thisis productive as |ong as we're maki ng
progress. And so, you know, | cone froma school of
knocks where this is how busi ness gets done and t hen
you're done with business and you nove on.

CHAI RMAN CERQUEI RA: Ri ght, and we coul d
attack the SNMas well as -- you know, as the NRC, so
you know no one is without fault here, but --

MR. BROWN: | think the interchange has
been very heal t hy.

CHAI RMVAN CERQUEI RA:  Good, good. Now,
we' ve covered, | guess -- so we still need to cover
Seal ed Source Model Nunbers as License Conditions.

MR. BROAN: This is an issue that came up
wi th a stakehol der. Ral ph probably has some comment s
onit. | was going to provide the background so the
comm ttee would understand where we're at and the
potential ways forward. I'll leave it at your
di scretion, whether you want torely on the slides or
if you'd like me to talk through it very quickly.

CHAlI RMAN CERQUEI RA: Well, what's the

desire of the commttee here? Do you want himto
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sunmarize it or go through the slides?

MR. BROWN: Okay, the very quick
summari zation is that Part 35 does not require
i ndi vi dual sourcestobelistedonlicenses. However,
Part 30 does. Part 30 governs over Part 35 unl ess
there's nore specific requirenent in Part 35. So in
the | i censi ng gui dance that just cane out, |icensees
will be required to list by manufacturer and nodel
nunmber either all of their sources or if they have
mul ti pl e sources inasingle device, thenthe device.

This is a change and it's a nore
bur densonme way t o do busi ness t han had previ ously been
the case and it caused concern in the stakehol der
community when we rolled this out. It's -- you know,
itiswhat it is. There are other |icensees that deal
with this and the | ast slide tal ks about some of the
ways t hat ot her groups of |icensee types deal withit.
Mul ti pl e seeds, for instance, i n manual brachyt herapy
coul d be regi stered under a singl e device so that the
i censee, the nedical facility woul d have t he devi ce
on their license and then you know, manuf acturer XYZ
coul d provide nultiple seeds for that single device.
Therefore, the nedical facility wouldn't have to
update their license every tine a new seed cane out.

Al'l that would have to be done woul d be
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t he SSDR woul d have to be updated to refl ect the new
seed. That's one way this is done. Questions?

DR. WLLI AMSON: That's just not clear to
me. Coul d you -- what deviceis there? W' re talking
about prostateinplants therereallyisn't any device.
There are the seeds. There are 18 di fferent nodel s of
seeds manuf act ur ed by approxi mat el y a dozen conpani es.

MR. BROAN: Yeah, and one t hi ng you coul d
do is sinmply list all those seeds on your |icense
application. That's one way. The other thingis that
four instance, if seeds are provided in an applicator,
t hen t he applicator coul d have a device revi ewand t he
manuf acturer, distributor coul d provide various types
of seed in that single applicator as | ong as t hey had
listed all those seeds on the SSDR. | mean, that is
a way to work through this cunbersone process.

DR. W LLI AMSON: So you're thinking a
cartridge for exanple.

MR. DI AZ: Subir?

DR. NAG Again, |I think the same probl em
t hat we use | oose seeds, | nean, when you' re appl yi ng,
you' re applying for Manufacturer Y and tonorrow t hat
sanme kind of seeds m ght be from Manufacturer X
because of pricing reasons or other reasons and you

don't want to change your license for that. | nean,
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they're all equival ent seeds.
CHAI RMAN CERQUEI RA:  Ral ph and t hen Rut h.
MR. LIETO Go ahead, Ruth.
MS. McBURNEY: In that case you would
probably list all the manufacturers from which you
pl an to purchase those seeds.

DR. NAG Tomorrow there will be a new

manuf acturer with seeds at half the price.
MR. LIETO | think if I -- alot of the
radi ati on

problens in oncology is that new

manuf act urers cone out with newseeds and so forth and

to go through the anmendnent process,

bef ore you can

use that is really burdensone.

And it really offers

no additional health and safety. The intent is,

t hi nk as Fred poi nted out, was originally that all you
had t o do was agree to use sources that werelistedin
t he Seal ed Source and Device Registry and now even
t hough that's what' s i n gui dance, we have this Part 30
overriding regul ation and |' mwonderi ng, one, shoul d
there be maybe a petition for rul emaking to change
this. | didn't like the |look of that. O could this
be handl ed as opposed t o an anendnent process, coul d
it be handled via a notification process in that the

i censee would notify the region or the |icensing

agency and say, "W want to use this new source in
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Seal ed Source Regi stry", blah, blah, bl ah, you know,
for Part 400 sources.

And that way you don't have this maybe
three-nonth plus delay ingetting authorizedtouseit

and so forth.

MR. BROWN: Yeah, there are three
proposal s there, all -- 1 nean, and | guess all | can
say is it will take rul emaki ng to change Part 30 or

rul emaki ng to change Part 35 to allow notification
specifically for manual brachytherapy seeds or new
sources and t hose are options. And anyone t hat wants
to submt a petition for rul emaki ng can certainly do
So. They get prioritized by staff resources
avai l able and I nmean, that's basically -- the point
that we're at is where onthe list of priorities does
addressing this problemfall?

You know, and both of those rul emaking
changes are -- would have benefits. And |I'msorry,
Ral ph, the third thing that you nentioned, the | ast
t hi ng was?

MS. McBURNEY: It was to do it by --

MR. BROWN: Notification, that would be a
35.14 change to specifically override 34.32(g)(1).

CHAI RMAN CERQUEI RA:  So Fred, hel p us out

her e. Again, we made another mstake in the
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rul emaki ng for Part 35 in the sense that we coul dn't
anticipate all of these things, but we've all agreed

that it's not an issue of safely. So, you know, in

the rul emaking, |like you said, prioritization and
there's no short thingtodoit. |Is there any other
means, | mean, between Rut h and t he agreenent st ates,

counsel and you? Is there a way that we can i npl enent
the intent?

MR. BROMWN: We've had several discussions
on this topic and we --

CHAI RMAN CERQUEI RA:  Ri ght, and your best
choice for that?

MR. BROMAN: We have not found a way ar ound
this other than what | have basically on the slide,
whi ch i s addi ti onal burden on the regul ated community
towork around it and denonstrate that burdento us so
that it justifies rulemaking to fix it, but interns
of working around it wthout a rule change --

CHAI RVAN CERQUEI RA: But can't this
committee initiate a rulemking |ike we did for the
aut hori zed nedi cal physicist and --

MR. BROWN: What you' ve provided staff is
a recommendation that we send to the Conm ssion as a
proposal for rul emaking. It's not actually a

rul emaki ng action at this tine.
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CHAI RMAN CERQUEI RA: So if you've got

sonethingthat's quick anddirty likethis, onelittle
t hing, | mean, do you have to go t hrough t he whol e - -
| mean, the Federal Registrar that's easy, but --

DR. NAG I nstead of having a new
rul emaking, like it would all -- a source act, all
equi pnent is source so that when it's made by a
di fferent manufacturer, yet it's an equival ent source,
let it go through.

DR. W LLI AMSON: Why coul dn't you say al l
interstial 1-125 seeds listed in the SSDR.

MR. BROWN: The exact words up on the
screen are |listed, the source by manufacturer and
nodel nunber.

DR. WLLI AMSON: But they are all listed
i nthe SSDR by source and manuf act urer nunber, right?
So why coul dn't yourefer tothat list inyour |icense
with just this code word?

CHAI RMAN CERQUEI RA:  Yeah. Now did you
talk to counsel about doing this?

DR. W LLI AMSON: About doing this?

MR. BROWN:  Yes.

CHAI RVAN CERQUEI RA:  And what di d counsel
say?

MR. BROAN: The gui dance docunent i s what
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t he gui dance docunent is and it has counsel revi ewand
approval .

DR. W LLI AMSON: The gui dance docunent ?

MR. BROANN: 15.56 Volume 9 is where this
is called out as a licensing requirenent.

DR. WLLIAMSON: Is this arequirenent for
broad-scope licenses as well as specific scope
i censes? And secondly, why is -- why do we have this
probl emtoday? How come we didn't have it two years
ago? Part 30 has not changed, so why -- surely we
weren't requiredinthe past to do business this way.
So what has changed that has put this new burden on
us?

MR. BROAN: We revised the gui dance whi ch
brought it tothe attenti on of counsel that we weren't
i npl ementing our regulations as witten.

PARTI Cl PANTS: What is the question,
br oad-scope |icensees?

PARTI Cl PANT: They are required.

MR. BROWN: The interesting thing about
br oad- scopes, | think you need to | ook at the exanpl e
license for broad-scope in the appendi x for 15. 56,
Vol unme 9 and it appears that we' ve concl uded t hat Part
33 has speci fic gui dance t hat overrides 30.32(g) (1) by

being more specific on authorizations for Type A

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

263

Br oad- Scopes because | think if you'll |ook at the
exanple license, it does not list all the sources
i ndi vi dual |y.

DR. W LLI AMSON: Ckay, sO you're saying
this is not a problemfor broad-scope |icensees?

MR. BROMWN: That's -- the last tinme |
recall | ooking at the sanplelicensethat's howl read
it.

DR. W LLI AMSON: Convol ut ed.

DR. NAG | would like to nmake a notion.

CHAI RMAN CERQUEI RA: Pl ease.

DR. NAG | make a notion that the ACMJI
direct theinitiation of a rul emaki ng process to fix
it so that sources that are virtually identical or
i denti cal sources be covered under one unbrell a or you
know, one plan. We have to start the rul emaking
process to fix this. It is a mstake that was
unintentional and we have to fix it as soon as
possi bl e.

CHAI RMVAN CERQUEI RA: Yeah, | think we
should vote onit, and |like Fred said, | mean, it's
pr obably not going to get enough of a priority and so
the regul ated community i s just going to have to face
the hassle but I don't -- and counsel has already

reviewed it and nade a deci si on and once you' ve done
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that, then you're sort of stuck. So do | hear a
second on this notion?

PARTI Cl PANT:  Second.

CHAI RMAN CERQUEI RA: Di scussi on? Yes, do
you want to nodify it?

DR. WLLIAMSON: Afriendly nodification
t hat t he ACMJl recomends t hat rul emaki ng beinitiated
to nodify 35.14 to override 10 CFR 30.32(g)(1) to
allowa nore genericlistingof interstitial seeds and
sour ces.

CHAI RMAN CERQUEI RA: Ckay. That's good.
Staff has got that and, all right, do | hear a second
for the nodified notion? Sally, okay.

MS. McBURNEY: | just had question.

CHAI RMAN CERQUEI RA:  Di scussi on?

MS. McBURNEY: We're just tal ki ng about
for the seeds, not the big sources.

DR. NAG Equi val ent sources, any sources
that basically are very simlar and there is no
essential difference.

DR. W LLI AMSON: Yeah, we are talking
about manual brachytherapy sources. | think we're not
t al ki ng about sources that go in devices |ike renote
after-l oaders and tel etherapy units that have to be

menti oned specifically.
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MR. LIETO. But | thinktheintent islike
cesium iridium those types of sources.

DR. W LLI AMSON: For manual brachyt her apy.

MR. LIETO Right, manual, irridiumwres.

DR. NAG | nean, the npst commopn one now
is 1-125 palladium Pall adium is now being
manuf act ured by nore than one conpany.

DR. W LLI AMSON: To date it's not
regul ated by NRC, at |east at the nonent.

DR. NAG Right.

DR. WLLI AMSON: But it coul d be dependi ng
upon t he success of their national material s program

CHAI RVAN CERQUEI RA:  So, Ruth, how do we
want it?

MS. McBURNEY: No, | was just clarifying
t hat --

CHAI RMAN CERQUEI RA:  Cl ari fyi ng.

MS. McBURNEY: -- we're only tal king
about manual brachyt herapy, things that are not in a
devi ce.

CHAI RVAN CERQUEI RA:  Okay, all right, any
further discussion? Yes.

DR. VETTER: A questi on.

CHAI RMVAN CERQUEI RA:  Yes.

DR. VETTER: Is it even possible for
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sonethinginPart 35to override arequirenent in Part
307 So are we proposing sonmething that's even
f easi bl e?

MR. BROAN: No, as long as there's nore
specific regul atory | anguage i n one of the subparts of
30, in this case, Part 35, that is fine, you can

nodi fy the higher level with a nore detailed | ower

l evel .

CHAI RMAN CERQUEI RA:  Ckay, shoul d we cal |
the vote? All in favor?

(Aye)

CHAI RMVAN CERQUEI RA:  Opposed?

(No response)

CHAI RMAN CERQUEI RA:  Abst ai ned?

(No response)

CHAI RMAN CERQUEI RA: Good unani nous.
Excel | ent .

MR. BROAN: One qui ck thing, just to point
out to everyone, at your facilities, this requirenent
applies at thetine of license application. Soif you
have a |license today, as a 35.400 facility and you
don't have all these sources listed, that's fine, it
won't cone into play until you go for another Iicense
application process. So just so no one wal ks out

thinking they can't use a source not |listed on their
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license.

CHAI RVAN CERQUEI RA: All right, what's
next, Fred?

MR. BROAN: The next presentation was one
of the two remaining, manual brachytherapy issues.
This topic actually canme up at two of the stakehol der
meetings and what | did is | provided a copy of the
new rule language 10 CFR 35.40(b)(6) witten
directives for manual brachytherapy and this didn't
really change significantly. The basic structure of
the witten directive is as it was. Bef ore
inplantation the AU identifies a treatnent site,
radi onucl i de and dose and then -- you don't have it?

CHAI RMAN CERQUEI RA: It was a separate
handout that was -- packagi ng manual brachyt herapy.

MR. BROWN: There's two handouts done
Friday night at 5:00 o'clock that weren't pre-
di stri but ed. Packaging conmes after manual
brachyt herapy i ssues.

DR. NAG W got the packagi ng, we got
this one but not the other one.

MR. BROAN: All right. Basically, if you
can work off what's on the screen for the sake of
time. The second part of the witten directive is

after inplenentation, after inplantation but before
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conpletion of the procedure, the AU records the
radi onuclide treatnment site, nunmber of sources and
then the dose -- total dose or the total source
strength and exposure time. And as | said, it's not
a big change from what exi sted before.

What canme up at stakehol der neetings,
t hough, were several comments that | thought were
significant enough that | wanted advice. | wanted
advice fromthe ACMJUI so |I'mbringing themto you.
One comment whi ch several peopl e nade at two di fferent
st akehol der neetings was there's an inability to
identify exact organ boundaries during inplantation.
So for instance, on a prostate i nplant, when that is
-- the needleis in the patient's body, when exactly
at the finite detail aml in the prostate and when am
in the area of the prostate?

The second question that came up that's
really related to that is, if you' re at a teaching
institution and you look at the skill level for
someone in their initial treatnments, you know, the
ability to be in the organ boundary may not be as
great as after experience.

The third i ssue was -- really deals with
the when do you record the post-inplantation

information? Is it while you're still in scrubs in
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the roont? That would interfere with treatnent
obvi ously, and the final coment and | put sone
questions marks after it because |I'm not sure |
correctly heard the question and sol'mnot statingit
as fact but it sounded |ike sonmeone said that on
occasi on as needles are withdrawn fromthe patient,
you may have seeds drop out of the needle on
wi t hdrawal, so that one is kind of fuzzy.

DR. NAG Yeah, | think | can explain
t hat .

MR. BROWN:  Ckay.

DR. NAG Basically, you have the seeds
inside the needle. You put it inthe prostate. Wen
you' re wi t hdrawi ng, one of t he seeds may not have been
dropped into the prostate and as you're wi t hdraw ng
it, it my dropinto the path when you're com ng out.
So legally you are not within the prostate but
basically those are accept ed procedures. | nmean, they
have not problemw th that and that can be sol ved by
sayi ng t hat seeds that were dropped within the organ
or that were i npl anted within the organ but m grated
are not considered m s-adm nistration.

We have under Part 35 a provision that
seeds i npl anted i nto t he area but that m grated do not

constitute a nedical event or m s-adm nistration.
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That is acceptabl e.

DR. WLLIAMSON: It is al so possiblethat
it isbyclinical intent that not all of the seeds are
inplanted directly into the prostate but into the
peri-prostatic tissue dependi ng upon howt he pl anni ng
target volume or clinical target volunme is drawn.
Often, especially around the lateral and superior
mar gi ns of the prostate, they'l|l add margin full well
know ng, you know, that the seeds nove and to i nsure
coverage, they'l|l put sone seeds intentionally a few
mllimeters outside the prostatic capsule.

DR. NAG Andthat's only for prostate. In
ot her organs you are not even sure exactly where the
tunmor was, especially if the tunor has been renoved.
So you put it in the broad area of where the tunor
was. So, you know, if there is not a precise -- you
cannot precisely say -- you cannot precisely say |
inmplanted in Ogan X, it's Ogan X and sone area
around Organ X So if an area inplanted in the
i mmedi ate vicinity of that organ that is within that
organ and that is not a wong treatnent site.

CHAI RMAN CERQUEI RA:  So when do you switch
fromthe practice of nedicine and the vagaries of
clinical nedicine into m s-adm nistration or --

DR. NAG Because the wording of m s-
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adm nistrationis the wong site. And it depends how
accurately you call the site, you know, depends on
adm ni stration. Say you put the injected materi al
into, you know, Organ X. And is the Organ X boundary
hereor isit onemllineter outsideor 10 mllineters
out si de? So, you know, it's just I|ike saying.
Basically | don't think those are -- they're not m s-
adm ni stration at all.

DR. DI AMOND: Alsoit's possibleto put a
seed inthe correct site and then the seedto mgrate
toadifferent site sooccasionally you'|ll have a seed
that you intended to place inthe prostate was in the
prostate, nmade it's way into a small vessel and wi nds
up in the lung.

DR. NAG Right.

DR. DI AMOND: There's no clinical
ram fications to that.

VR. BROVN: Ri ght . And that's
specifically addressed in the wording for medical
event, reporting requirenment that m grated seeds are
not a problem |If we could skip the next slide and go
to the final slide.

CHAI RMAN CERQUEIRA: So it sounds Ilike
thereis not problem at | east fromwhat the commttee

is telling you, right?
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MR. BROAN: Well, theissueis that there
are nmenbers of the regul ated community who struggle
with the words in the regul ati on and t he words whi ch
were the slide that we skipped, were was is a
treatnment site, what's the conpl eti on of the procedure
and is there an issue with this dropping of seeds.
And ny basi c questions tothe ACMJ wereif it's--if
sone menbers of the community are quite confortable
with the safety and regulatory 1issue correct
interpretation but others are not, is that indication
t hat sonme ki nd of gui dance woul d be appropriate and i f
sone ki nd of gui dance woul d be appropriate, woul d you
have a recomendat i on on wher e t hat gui dance cane from
either a preface of nedicine type guidance or a
regul atory type gui dance?\

DR. NAG | think a guidance is
appropriate and especially for permanent inplant.
That is the question | get from many radiation
oncol ogi sts, you know, when do you call -- you know,
when is the inplant over, because the inplant is
continuing for along tinme. \What is the right organ?
You know, | think those can be qualified by a gui dance
by, you know, intending to inplant the organ, plus
sone margin. Those -- | think those can be just added

on in a little npre detail and nost of the
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brachyt herapy books will have sone i dea on howto do
the inplants.

DR. W LLI AMSON: I think you have to
recogni ze though that thereis limted precision and
geonetric accuracy that the systens, inage gui dance
systens that we use for delivering prostate inplants
and by extensi on ot her sites too, they cannot deliver
seeds with one or two m I limeter accuracy, so a snal |
nunber of seeds that lieafewmllinmeters outsidethe
identifiedclinical target voluneis certainly part of
routine practice.

Now, unfortunately if your Ofice of
General Counsel gets hold of this, you know, there
coul d be a probl embecause even if one seed i s outside
t hat boundary there i s goingto be at | east sone snal
bit of tissueright next tothe seed that probably is
goi ng to get a dose 50 percent i n excess of the anount
t hat woul d have been gi ven had t he seed been i npl ant ed
i nthat boundary, but the problemis, you know, nmany,
many prostate i nplants that are absolutely properly
done from a clinical perspective would be called
medi cal events and obvi ously, that i s not your intent.

So, you know, you have to take into
account the precisionof the delivery systens that are

avai |l abl e and recogni ze, you know, that they don't
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have an absol ut e accuracy much better than about five
mllinmeters.

CHAI RMAN CERQUEI RA:  So, Neki, do you feel
-- what they're sayingis, "Trust nme, I'ma doctor".
Do you feel confortable with that?

MS. HOBSON: Well, yeah, | do. | think
t he medi cal community does areally good job of self-
policing. | mean, you guys have all these, you know,
boards and committees and you' ve got a lot of
oversight within the nmedical community.

CHAI RMAN CERQUEI RA:  Practi ce of nedi ci ne.

MS. HOBSON: And | think I'mconfortable
withthat. If there are huge problens that arise, it
w || come up and t he medi cal community will -- 1 nean,
that's hownmedi cal practice changes over tineis that
soneone does it one way and it works better, so
everyone follows that |ead.

DR. NAG On the other side of that, if a
huge error i s made, for exanple, instead of puttingit
inthe prostate, putting it the rectumwhichis only
two mllimeters away, you're going to end up with a
m st ake, then you end up with a mal practice, so |
think we're automatical ly policing oursel ves that we
are -- you know, the i npreci senent that isthereisin

an area that would pose it no harm and in the area
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where no harm that you want to have a position that
you don't want to go beyond the target area.

CHAI RMAN CERQUEI RA: So, Fred, do you
still have questions?

MR. BROWN: Well, someone made -- | think
Jeff made the comment about you know, the | egal
conpliance with the regul ati ons, and t he regul ati ons
are clear that thetreatnent site has to beidentified
andit's thetreatnent site as defined onthe witten
directiveandthetreatnent siteisreally anissue of
practice of nedicine. The NRC doesn't define it.

All 1"mstill kind of trying to pin down
is, isthis the sort of i ssue where soneone coul d add
val ue to hel p AU s understand how t hey should wite
treatnent sites for efficacy of the treatnent and
conpliance under the regul ations. Andif you t hought
so, as a comm ttee, where you woul d poi nt that, shoul d
you point me to go off and do that or would you |ike
to think about it and come back or --

DR. W LLI AMSON: Well, | think these are
really difficult questions. |1'Il point out another
one that occurs. The conpletion of the procedure is
not specified. Now, sonme NRC personnel that | have
talked -- | recently wrote a review article on this

for theJournal of Brachytherapy ontheinterpretation
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for medical event for prostate inmplants, so |
di scussed this with a couple nenmbers of the staff.
And you know, there's one view that the end of the
procedure is the tinme you insert the |ast seed and
once you' ve inserted that | ast seed, you can no | onger
wite a revision to the witten directive.

So here's the problemis that the dose
delivered by this inplant is not known maybe for as
|l ong as a week after the i nplant, maybe t hree weeks.
It depends on the scanni ng protocol at the different
institutions. Some institutions do a post-treatnent
CT scan the sanme day. Ohers prefer to wait unti
prost at e edenma has resolved and do it two weeks | ater,
and maybe a week after that the final treatnment plan
will be available and it is well-known that the
m ni nrumdose, the D- 100 dose, can di ffer by as nuch as
20 or 30 percent fromthe m ni mum dose i ntended.

The D-90 dose usual | y doesn't -- you know,
di ffer as much but it can be easily 10 percent and 20
percent woul d not be out of line. There'sliterature
docunenti ng series of inplants froma Menori al show ng
that the m ni numdose which can result fromjust the
perturbation of asingle seedbyafewmllineters can
change as nmuch as 40 percent fromthe dose i ntended.

So you have a problem that because of the limted
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precision of the delivery device, the fact that
prostate edema and ot her factors i ntervene to change
the inplant geonmetry and you're using a different
i magi ng nodality to do the final dosinetry conparedto
t he one you used for delivery, you do not have control
over what the final dose wll be.

So you know, you could call all these m s-
adm ni strations or nedi cal events, but again, thisis
-- you're going to be actually culling out, I think,

alarge part of the practiceif youinterpret thistoo

rigidly.
DR. NAG | think that --
CHAI RMAN CERQUEI RA: Ral ph had a comrent .
MR. LIETO  Yeah, | think, you know, in
def ense of Fred, it's -- | think what they' re | ooki ng

for is obviously there are |icensees out there that
are sensitive and that if there are nedical events,
t hey want to knowwhere's the threshol d for reporting.
And | don't think there's an objection to what both
Dr. WIliamson and Nag are saying. | think what he
would likeis let's give themthe guidance, if it's a
t wo- week period that you establish as conpletion of
t he procedure, then maybe t hat's what t hey shoul d have
in their procedures and al so what they're going to

establish as the treatnent site. And | think that's
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what he's asking for is -- because there's not
anyt hing out there to give licensees to say, "Here's
your t hreshol d and when you' re outside this threshold
that's --

DR. WLLIAMSON: | wasn't attenpting to
criticize Fred. | was just pointing out that if you
adopted this sort of narrow, everyday |anguage
interpretation of end of the -- or conpl etion of the
procedure, there actually will be very | arge probl ens,
whereas, if you were to say conpletion of the
procedure is conpletion of radiation, that would
obvi ously all ow an enornous ti me wi ndow duri ng whi ch
t he aut hori zed user coul d revi se the prescription and
sel ect the isodose, you know, that he or she thinks
best covers the treatnment and it may or may not be
exactly the same one that was prescribed initially.

So just this sort of sinpleidentification
deci ding | egal | y when t he treat nent begi ns and i s over
can have enornous i nplications for how many nedi cal
events you're going to have reported to you and their
significance or insignificance.

CHAI RMAN CERQUEI RA:  Davi d?

DR. DI AMOND: | understand the concerns
that you raised. | do not off-hand know of a sinple

way that as a gui dance docunent these i ssues can be
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clarified with any sense across the board in the
t herapeutic comunity as being satisfactory. And
t herefore, nmy recommendati on woul d be t o go and pur sue
no further action onthis. You' re not goingto be --
there's noway you're goingto be able to make all the
di fferent practitioners happy with the different ways
that things are done and | think you can really put
yoursel f into a pickle, sol disagree with any process
to go ahead with any gui dance docunent on this.

DR. NAG On the other hand --

CHAI RMAN CERQUEI RA: Ruth, from an
agreenent states' perspective, howdo you handl e t he
agreenment states?

MS. McBURNEY: | think that we have sone
| atitude on the procedures when they put treatnent
site. | nmean, as far as conpletion, I'mnot sure. O
course we haven't i npl enented these particul ar rul es
at this time but for the permanent type inplants, it
woul d be at the end of the decay.

CHAI RVAN CERQUEI RA: At the end of the
decay, yeah.

DR. W LLI AMSON: That woul d be, | think,
what the community is assum ng.

MS. McBURNEY:  Yeah.

CHAI RMAN CERQUEI RA: Di ck, do you have any
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feelings on this?

DR. VETTER: |' mnot aware of any specific
situations where people are having trouble
interpreting. Obviously, there are sone, but |I' mnot
personal |y aware of any.

MS. McBURNEY: No, we haven't had that.

DR. VETTER: They understand that the end
of thetreatnment is the end of decay. There's -- you
know, seeds do m grate but the regul ati ons cover that.
The dropped seeds thing | don't really know what --
"' m not sure | understand whoever used that word.
Certainly seeds will foll ow a needle out but that's
the prostate pushing it out. It's not a m stake that
t he radi ati on oncol ogi st is making. So | don't know
exactly what that third bullet is getting at.

CHAI RMAN CERQUEI RA: So | think the sense
of the conm ttee having pol | ed nost of t he peopl e t hat
are either doingit or areinvolvedinthe regulating
it, it seens |ike you' ve got sone comments that, you
know, do bring up sonme issues but |'mnot sure that
you can conme up with the exact | anguage to identify
it. Any new comments to nake on this?

DR. BRI NKER: Just one and this is
obvi ously, froma foreigner who doesn't do this sort

of thing but in cardiology, even in intravascul ar
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brachyt herapy, there's a litany of literature about
target areas, margi nal areas, injury areas, et cetera.
And it just blows nmy m nd that nowhere inthe urol ogic
cancer literatureisthere-- therenust beliterature
on what would be considered appropriate or usual
distribution for treatnment sites.

And if there isn't then it would be a
short -- | think a short thing to devel op a summary
paper on what has been publi shed wi t hout the specific
pur pose but gives the kind of information that woul d
be sonet hi ng that people could be referred to. So |
actually think it would be a good idea to have --
there must be sone understanding of what's right.
You' re sayi ng t hat everybody knows it, they just can't
wite it down.

DR. WLLIAMSON: There are limts, you
know, and there's sort of a spectrumof cases rangi ng
fromsort of normal to sonethingthat's clearly out on
the tail as Dr. Nag nentioned. There are cases on
record which have been, | believe, pursued as m s-
adm ni strations where a |l arge fraction of the seeds
were i nplanted i n the bl adder base i nstead of in the
prostate and that's a very clear-cut case where, |
think regulatory action would be justified.

You know, | actually think sone gui dance
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coul d be put together --

CHAI RMAN CERQUEI RA: But Fred needs
concretethings. Likeyousaid, ifit'sintherectum
which is close by, it may or may not be a problem |
mean, but how far, what sort of --

DR. W LLIAMSON: | think some rules of
t hunb coul d be give and we could probably --

CHAI RMAN CERQUEI RA: There's nothing in
the literature --

DR. WLLIAMSON: |If | could finish.

CHAI RMVAN CERQUEI RA: Get to the point.

DR. WLLI AMSON: All right, yeah, | think
t hat the gui dance could be witten, | think, with a
certain vagueness that's invol ved and probably arole
carved out for a nedical expert to make judgnments on
a case by case basis where it really is nmargi nal and
| think, you know, just to enphasizetothe inspectors
and everybody else in NRC involved with this the
limts of the current procedure so that if they see,
you know, that sone seedisinplanted fivemlIlinmeters
away from where the intended position was, they
understand that that's a high l|ikelihood in any
properly executed prostate inplant.

CHAI RMAN CERQUEI RA: But | can see Dr.

Bri nker com ng back, you know, inafewnonths telling
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us that a cardiologist, once he gets it into the
coronary, thenit's not an issue as to whet her he got
the right area or not.

DR. WLLIAMSON: What if it nmoves five
mllimeters during --

CHAI RMAN CERQUEI RA: They don't | eave it
in there permanently. Okay, one |ast comment and --

DR. W LLI AMSON: Then it could nove and
then it would be a ms-admnistration, so they
actually have the same problem  \Whenever you use
i mage | ocal i zati on of an anatom c target vol une, you
are going to have this problemwhere you do not have
an i magi ng nodal ity that you canuseto actually --to
do sone quantitative verification of where the seeds
are. The probl emdoesn't exi st because there's no way
to evaluate it.

DR. BRI NKER: But you could actually say
that inscientificternmsif you have on al arge nunmber
of cases done at a reasonably good institution or a
nunber of reasonably good institutions, t he
distribution away from the central tar get,
retrospectively, you could define what is probably
clinically acceptable within one or two standard
devi ati ons.

DR. WLLIAMSON: | think one could give
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sone rough guidelines of what is clearly within the
limts of current practice, what are the gray areas
and what' s sone rough rul es of thunb of what's clearly
outside and would be fair game for Dbeing
adm ni stration, | agree. So you know, | don't quite
agree with Dr. Dianond. | actually think so many of
t hese procedures are being done that if we just ignore
this issue, it will cone back to bite us.

CHAI RMAN CERQUEI RA: Rut h, one | ast
comment and then we have to nobve on.

MS. McBURNEY: Yeah, | don't think the
inspectors are going to be looking at the little
narrowdetails and it would only beif it went to the
area of nedical event.

CHAI RMAN CERQUEI RA: | don't thinkthisis
one area where we can actually nmake a notion or take
avoteonit. | think you've gotten a sense of the
di scussion fromthe group. Fred?

MR. BROWN: Yeah, but | think actually it
was good to sit on this side of the table for this
particul ar di scussion. | guess the one thing that I
woul d of fer, though, is if after this conversation,
you know, someone cones up with sone good ideas or
soneone is starting down a path that we could

communi cate after there's a product, then if at the
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next commttee neeting or between neetings, you
comruni cate with us, that would help ne deal with
i nspectors who are going down a path maybe than --

CHAI RVAN CERQUEI RA: Di ck wants to make a
comrent .

DR. VETTER: One real quick coment, we
haven't tal ked about trainees, the inplication that
maybe trai nees weren't doing as well. But they're
actually practicing under direct observation of the
preceptor. They'reinthe same roomand the rel ation
withtrainees is they have higher fluoroexposure. It
has nothing to dowth the inplant itself. They just
t ake | onger and so their fluoroexposure i s higher and
that's in the literature.

CHAI RMAN CERQUEI RA: We really do needto
nove. Fred?

MR. BROWN:. The final one is Packagi ng
Brachyt herapy Seeds. And the first slide, yeah,
basically goes over what happens now. The Seal ed
Sour ce and Devi ce Registry, which is covered in the
new rule, you're all famliar with it, what we are
requiring vendors and distributors to dois not only
have a registration for individual seeds when they
produce a new seed or nodify their seed, but we're

al sorequiring devicereviews i f the packagi ng -- and
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packaging inthis case could be a M ck applicator, it
could be a strand, either an absorbed strand or
ot herwi se. If that packagi ng coul d ef fect t he spaci ng
of the seeds at the time of inplantation or seed
integrity and integrity is wusually an issue of
tenperature or pressure during the |oading or
encapsul ati on of the seeds, we're requiring a separate
revi ew.

Now, not all jurisdictions are doing that.
And so what | was interested inis feedback fromthe
perspective of the comm ttee about whet her i ndi vi dual
seeds recei ved i n bul k and t hen handl ed i ndi vi dual | y
represent nore or |less of a safety problemthan for
i nstance strands or pre-|loaded, pre-sterilized seeds
and also if in the opinion of the commttee, the
spacing was a significant issue or tenperature,
pressure mechani cal forces on seeds and strands was an
i ssue in your know edge or opinions.

DR. NAG A lot of questions in one. |If
you go one by one, | can give you sone idea, but I
think it's best if you -- if you are just having
different spaces and different |ength of spaces, |
don't think that it is an issue that NRC should go
into. Interms of sterilization, we have a different

type of sterilization, steam sterilization,
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aut ocl aving for different | engths of tines and these
are not things for ACMJ togointo. Sol thinkit's
best to be handl ed at -- unless you are nmaki ng a new
devi ce per se and a new devi ce woul d be when you are
sending out the radioactive material back in
differently. O herw se, you know, the seed spaci ng,
we sterilize all the time and that's our normal
practi ce.

DR. W LLI AMSON: Well, I'"mvery confused
exactly what the scope of the questionis. | think
there are at | east three different things, maybe, I am
hearing you tal k about. One is, you' re concerned
about the seeds in Vicryl suture, the Model 6720 sol d
by Amersham (phonetic). As | understood that had a
separate FDA cl earance. It's sold as a separate
product. It has been tested to insure that the seed
integrity is not violated by the procedure of
anneal ing the seeds inthis Vicryl strand to make it
rigid, sol'mnot surewhy thereis aparticular issue
with that.

The second cl uster of issues |' mi magi ni ng
but perhaps | m sunderstandis, are youreferringto
vendors who supply a service to licensees by pre-
packagi ng the seeds in needles and in cartri dges and

So on to mnimze the need to |l oad these things in
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sequence?

MR. BROWN: That's one aspect.

DR. W LLI AMSON: Ckay, so you're concerned
about whet her the process of this vendor perform ng
the activity that the licensee used to perform
t hensel ves woul d be causing a problem Okay, and so
| guess ny question would be, if you feel that the
i ndi vidual |icensee cantake these seeds and put them
into a cartridge for use in a Mck | oader or sone
ot her devi ce, why woul d you f eel unconf ortabl e havi ng
a vendor do that, as long as they're licensed to
receive --

CHAI RMAN CERQUEI RA: And t hey had qual ity
control steps in place.

MR. BROWN:  Yeah.

DR. NAG Especially, the vendor i s doing
it hundreds and hundreds of tines, they will be even
better at doing it than ones doing it for the first
time.

DR. WLLIAMSON: This is certainly one
i ssue.

CHAI RMAN CERQUEI RA: Rut h and t hen Ral ph.

MS. McBURNEY: I think it depends on
whet her that original evaluation of those seeds was

done with those tenperature ranges and chem cal
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reactions in mnd. Wen you package themal | together
and there is an issue of inpact of tenperature or
pressure, or chem cal reaction, then perhapsit should
be re-eval uated under the Seal ed Source and Device
Registry to take those into account.

DR. WLLIAMSON: |I'msurprised. 1Is the
Model 6720 not included in the Device Registry, SSDR
as a separate product?

MR. BROAN: | can't speak to all of the

products and | didn't really want to speak to any

actual ly.

DR. W LLI AMSON: Yeah, I'"mjust using it
as a prom nent exanple. [|I'mnot trying to pick on
them | think now there may be at | east one or two
ot her conmpanies. But | believe it is. I'msure it

had a separate 510(k).

MS. MBURNEY: That is the current
practi ce.

MR. BROAN: Right. The current situation
is that we, in many states, require this and the
gquestionis, since other states haven't requiredit,
is there a safety basis for our current practice or
are we not where we shoul d be and that's what | want ed
t he f eedback on. And one of theinteresting pointsis

t he assunption of QA.
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You know, if an individual licensee is
doingthis, it's essentially under the supervision of
the AUin accordance with the licensing procedure. |If
a radi o-pharmacy is doingit, thenit's under the Part
32 QA program but soneone i n bet ween, what woul d your
t houghts be on an appropriate |evel of QA

DR. WLLIAMSON: Well, | think that's a
reasonabl e question. That if you get a needl e | oaded
by a commerci al conpany wi th sonme presunmed sequence of
spacers and acti ve seeds, what assurance do you have
it's |loaded properly. | think an institution that
really has good quality assurance wth audio-
radi ograph or radi ograph t hose needl es to i nsure that
they'rein the proper sequence but you know, thereis
noruleinPart 35 that requires end users to do that
kind of a check. | mean, it's part of current
practice standards but | don't believeit is addressed
-- if a user take seeds and puts theminto a needle
t hensel ves, | don't knowthat there's aspecificrule
whi ch requires a redundant check of that | oading
seqguence.

DR. NAG  No.

DR. WLLI AMSON: | nean, there's general
requi renents that you deliver tothe patient what you

say or what is stated in the witten directive that
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it's delivered properly.

MR. LI ETO | nean, the treatnent plan, |
think is what Jeff's referring to. | guess ny
guestion was, it appears fromthe slide there that
you' re asking about changes in the Seal ed Source
Devi ce Registry and | guess that question, | would
say, no, that you don't really -- that that woul d not
be appropriate to require changes inthat just sinply
because you're going to get pre-packaged seeds and
spacers and strands. But | would agree that there
needs to be docunented QC procedures that whoever is
preparing these has some neans of verifyingthat they
are packagi ng themin accordance with the authorized
user's request or directive.

DR. W LLI AMSON: So | would say, too,
that, you know, if a-- when alicenseereceives | oose
seeds and |oads them into a cartridge or needle
t henmsel ves, that is a normal variant of usage and |
don't think there's any evidence that that subjects
the seed to any kind of corrosive chem cal or
excessive pressure. You know, as far as | know, |
have -- | amunaware that that causes any probl ens.
So if a commercial internediary, sone in between
sour ce vendor and t he user i s hired under the gui dance

of thelicenseetotake over sone conponent of routine
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source preparationthat'swithinthelints of nornal
practice and which normally a l|icensee would do
t henmsel ves, I'mnot sure that that's necessarily an
NRC concern. It seens to ne it's an acceptable
variant of clinical practice.

CHAI RMAN CERQUEI RA:  Any ot her nmenbers
have any comments other than Jeff?

DR. WLLIAMSON: Well, you wanted sone
suggesti ons about calibration, too.

MR. BROWN. Well, actually, yeah.

DR. NAG  The next slide.

MR. BROWN: Yeah, the next slide goes to
the issue that's actually come to us froma | arge
calibration lab and that is that in the revised Part
35.400 licensees arerequiredto calibrate the sources
unl ess they rely on the manufacturer's calibration or
the results of an AAPM certified lab, and the
fundament al problemis that if aninternedi ate conpany
| oads sone of these devices, there's absol utely no way
to doindividual seed calibrationafter the |l oading at
the facility of use.

So you're left in the position of how do
you i nsure continuity or traceability of the ori gi nal
vendor's calibration to the point of use.

CHAI RMVAN CERQUEI RA:  Jeff ?
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DR. WLLIAMSON: Well, thefirst thingto
my knowl edge al | of the vendors supply NI ST-traceabl e
calibrations for all their seeds, sothat is not going
to di sappear, you know, after they' re | oaded into a
cartridge, that cal. Sol think the -- unl ess one had
sone experimental or novel seed that happened not to
have a Nl ST-traceabl e calibration, | don't thinkthis
i ssue woul d ari se because the seed does have a NI ST-
traceable calibration. It cones that way fromthe
original preparer andthe certificate would followit
to the how should I say, the package, and woul d, |
presune be i ncluded along with the materi al that the
end |icensee receives.

CHAI RVAN CERQUEI RA: But once t he package
is opened and the seeds are nmani pul ated, how do you
tie the seeds to the calibration record?

DR. WLLIAMSON: Well, this is a problem
t hat could occur for the licensee, too. You receive
aVicryl suturewhichis-- alongwithitscertificate
and you take it out of the package, and you m ght
have, you know, 10 ot her stocks of seeds. How do you
assure that? The same probl emexists at the |icensee
| evel as it would at the vendor level. |1'mnot sure
that the problemis conplicated particularly by the

fact that there's athird party involved. You know,
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this is a difficult problem There are severa
suggesti ons that have been made inthe literature, how
to deal with it.

There are sonme calibration apparatuses
that can be used that maintain a sterile field for
putting the Vicryl suture into. Anot her common
practice that |icensees often use is to order a
separate container fromthe conpany of |oose seeds
t hat have t he sanme batch nunber as the seeds that are
in their Vicryl suture so that they can check the
calibration using that sanple of seeds.

Ot hers have devel oped variance of the
calibration procedure that take into account the
addi tional tenuationinthe wall of the needle or, you
know, the package essentially that the seeds cone
into. So there are different strategi es that can be
used for institutions that want to verify the seed
strength. And so then they woul d use sonethingthat's
anal ogous to a geonetry correction factor used in
nucl ear nmedicine when the preparation of the
radi opharmaceuti cal devi ates substantially fromthe
NI ST standard anpul e geonetry upon which the dose
calibrator settings are based.

| don't know if this is hel pful.

MR. BROWN: Well, wherewe'releft withis
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deci di ng whet her the rule, you know, as witten and
i mpl ement ed, which does require the calibration of the
seeds andif thelicenseerelies onthe manufacturers,
then the expectationis traceability. The fundanenta
question for thecommtteeis, doesthe situationwth
repackagi ng represent a conpliance issue in the
opi nion of the commttee.

CHAI RMAN CERQUEI RA:  Di ck?

DR. VETTER: The seeds thensel ves are
traceable to NIST, that's correct, right?

DR. W LLI AMSON: That's correct.

DR. VETTER: So, | nean, an individual
seed not the package.

MR. BROWN: No, no, the individual seed
is not serialized or --

DR. VETTER: No, I'msorry, | nmeant --
didn't mean each i ndi vi dual one but when you purchase
a quantity of seeds they are manufactured in such a
way that that -- one of them has been cali brated.

MR. BROWN:. O nmaybe all of them

DR. VETTER: O maybe all of thembut that
calibration then is traceable to NI ST.

MR. BROMWN: Yes, and the issue is how do
you tie the calibration record to the seeds.

DR. VETTER: Okay, that's keeping the
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paperwor k straight.

MR. BROWN: Yes.

DR. VETTER: U tinmately the seed ends up
in the tissue whether it was surrounded by suture
material or not, it ends up in --

MR. BROAN: Right, and the issue here is
as alicenseeif you have nultiple shipnents of seeds,
it'swithinyour control and ability to segregate the
boxes and keep the shi pping papers with themand the
records. You know, inthe regul atory environnent when
we have i nternmedi ary groups, was it the expectati on of
the commttee in giving advice onthis newrul e, that
peopl e doi ng these | oadi ng operati ons woul d have to
i ndependently performcalibrations that, you know,
under the labs, or that they would establish
traceability programs in-house under their |icense
t hat woul d obvi ate the need for an i ndividual |icensee
to deal with this issue after the fact.

DR. WLLIAMSON: | think they should do
that latter.

MS. McBURNEY: The second. Yeah, that
they need to establish a programfor that.

DR. W LLI AMSON: That insures the
paperwor k doesn't get ni xed up.

MR. BROWN: Very good. Thank you very
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much.

CHAI RMAN CERQUEI RA:  Thank you. | guess
the next item is update, recommendations for the
Spring 2002 neeting and | guess Angela is going to
gi ve us an update. There are mnutes inthe book from
the last nmeeting and | guess one of the things we
shoul d al ways do i s, you know, approve the m nutes at
the beginning of the meeting, which is kind of
standard policy. And Angela, I think, you know, you
and | worked on the m nutes of the neeting awhile
back. We probably should get it out to people once
they're finished.

Now, i s there areasonthat we couldn't do
that? Does the NRC prohibit?

MS. WLLIAMSON: | Believe that a copy --
| thought that a copy was forwarded at | east to you.
If it wasn't then we'll have to --

CHAI RVAN CERQUEI RA: No, | did get -- you
know, you send ne the version and | kind of made
changes and we worked on it, but once that's done, we
should get it out to the commttee nenbers.

MS. WLLI AMSON: Ckay.

DR. DI AMOND: These sunmary m nutes are
very well done, very cogent and very useful and it's

a shanme that this norning was the first time | saw
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t hem

MS. WLLI AMSON: Ckay, well, I can nmake --
definitely change that procedure and get the m nutes
forwarded to the commttee.

DR. DI AMOND: The summary m nutes.

MS. W LLI AMSON: The summary ni nutes,
correct. | won't spend alot of tinme onthis because
we basically all knowthe outcome of this action, but
for the edification of everyone here, I'l1 quickly go
over it. And what happened, | have to go back to the
Cct ober 29t h, 2001 neeti ng because what happened i s at
t hat neeting ACMJl nmade a recommendati on t o anend what
was at that tine the current Part 35 so that existing
medi cal physicists would be granted approval to
practice in a nodality for which they had the
appropriate training and experience. And what
happened with that recomendation after NRC staff
considered it, NRC staff realized that we needed to
hol d of f on answering that recommendati on, actually
have the comm ttee revisit the recommendati on at the
next meeting, the spring 2002 neeti ng.

Wel |, as you know, the spring 2002 neeting
actually happened in February and this issue was
revisited under atopic calledBoard Certificationand

under that topic the noti on was restated and basically
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t he notion was stated to say the comm ttee should --
the comm ttee made a recomendation to revi se what was
then the existing Part 35, revise the training and
experience requirenents in the existing Part 35 but
you did it in -- you basically did it -- pardon ne.

What you did was, you agreed to set up a
subcomm ttee to visit thisissueindepthandto cone
up wi th sone specific recomendations tothe staff to
amend the trai ning and experi ence requirenents. And
of course, that subcommttee did neet on June 21 and
the ACMUI net intele-conference neetingthat Julythe
8th to di scuss the June 21 recomendati on. And what
happened i s that you formed your reconmendati ons and
you forwarded themto the NRC staff and what we did
with your recommendations is we posted themto the
website. The training and experi ence recommendati ons
t hat you made, we did post to the website and of
course, you | earned at one of the earlier briefings
t hat your training and experi ence reconmendati ons had
been f orwarded t o t he Conm ssi on al ong wi th an Opti ons
Paper that the Comm ssion directed the staff to
prepare.

So, | said all that to say this; your
training and experience recommendati ons have been

forwarded and will be considered and so that is the
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status of that action wth regard to that
recommendati onthat youinitially nmade i n Oct ober and
refined and di scussed in a subsequent neeti ng.

Are there any questions? | think we've
kind of revisited this to death already earlier.

DR. W LLI AMSON: You're tal ki ng about the
October 29th, 2001 recommendation on 35.57, the
gr andf at heri ng cl ause?

MS. W LLIAMSON: Well, that whole issue
was revisited. We didn't actually forward -- we
didn't forward you a response to t hat because we felt
that it needed to be addressed further. So, we
addressed it -- you actually addressed it agai n at t he
February nmeeti ng and when you restated t he noti on and
you nade the notion a little bit broader at the
February neeti ng and what ended up happeni ng, as you
wel | know, is that a subcomm ttee was fornmed.

CHAI RMAN CERQUEI RA: So | think the

subcomi ttee ki nd of dealt with npbst of the i ssues and

DR. W LLI AMSON: | don't know that we
really dealt adequately with the 35.57, the
grandf at hering clause. | don't think we supplied an
interpretation, soactually that is still possibly a

probl em which maybe we should carefully consider.
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PARTI Cl PANT: That was not part of the
subconmm ttee's char ge.

MS. WLLI AMSON: No, that actually wasn't
but that's what ended up happening with it.

DR. WLLIAMSON: So | actually think that
t he staff shoul d t hi nk about 35.57 inrelationtothe
existing regulation that's on the books and the
proposed ACMJI subcomm ttee versi on and see whet her,
you know, there is any possi ble problemin terns of
restricting the supply of authorized personages
avai |l abl e.

MS. McBURNEY: | think that the newrul es
wi || take care of that because t he nedi cal physicists
will be -- the ones that are on |icenses noww || be
grandfathered in and then the additional training
requi renents are under the newrules. Sol thinkthat
that will be covered.

DR. W LLI AMSON: Il think it mght.
Actually, yes, if Board certification remains the
primary vehicl e for shoul deri ng nost of the burden of
credentially these individuals, you know, then,
there's a reasonabl e requirenent for acquisition of
suppl ementary training should work out, but -- so it
wasn't addressed directly is my point.

MR. BROAN: |'msorry, Ral ph brought up
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earlier that there was an issue wth RSO
qualifications in Region 3 and hopefully the
grandfathering was primarily an i ssue with an RSO - -
RSO s. And we're dealing with question and answer
space with the essential concept that a licensee can
have an RSO who is the prinmary person to run their
programin accordance with the provisions for RSO s
but that that person may require expertise fromot her
menbers of the licensee staff for sone of the nore
devices with whichthey arenot famliar. Andthat's,
we believe, covered in the existing rule and we're
docunmenting that in Qand A space and we' || share t hat
with you as soon as we have it, and that may address
the concern with grandfathering, the underlying
concern about |icensees being able to have access to
the right resources to neet the rule.

MS. WLLI AMSON: Ckay, and then another
recommendati on t hat was nmade at t he February neeti ng,
this recomendationis closelyrelatedtothe previous
recommendation in that its purpose was to preserve
Board certification as a primary pathway for
certifyingusers. Andthat -- inthat recomendati on
the ACMUI recommended that the Comm ssion retainthe
trai ning and experience requi renents for uses under

Part 35.600 as well as for all <categories of
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aut hori zed users until such tinme that a rul emaking
initiative could restore Board certifications as a
primary pat hway.

And you al | probably knowthat inresponse
t he Comm ssion did agree with that recomendati on and
as aresult sub-part Jis beingretainedfor two years
at which time it will expire in 2004, so the new
regul ati on went into effect Oct ober 24th of this year.
So in two years, October 24, 2002 (sic), sub-part J
will be deleted and that's basically it with the
reconmendations as far as the |ast neeting.

CHAI RVAN CERQUEI RA: Al t hough | guess one
of the things that we had wanted to do was the sub-
commttee report that is that would deal with the
probl ens t hat were presently inthe current revision.
We wanted to put that on a fast track which is why Dr.
Vetter's committee really, you know, spent a | ot of
timetoget it done and | asked the question early but
maybe Roger could comment. You know, what are the
chances that thisrulethat's before the conm ssioners
now wi Il be inplemented in a tinely fashion wthin,
you know, 2004?

MR. BROAN: Well, I'"mglad you canme back
to that because what's before the Comm ssion is an

opti ons paper to proceed wi th rul emaki ng. As we ki nd
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of tal ked about earlier, youcan't just change arule
with a flick of the fingers once you've set it in
pl ace.

So if the Commssion agrees wth
proceeding with the rul emaki ng, we anticipate that
t hat woul d be conpleted withintwo years prior tothe
expiration of sub-part J and we'd, you know, do
everything to make t hat happen. The bigger issueis
inthe case of the agreenent states, as we di scussed
earlier, that we would be in the position where the
new requi renments woul d be nmandated a year after the
revised requirenents canme out and they' d have to do a
two-step thing and that -- as you'll see in front of
you, that issueisidentifiedbut we don't knowhowto
resolve it at this point and it woul d have to be done
in the rul emaki ng process.

CHAI RMAN CERQUEI RA: But getting back to
my question, can we make -- you know, again, |
under stand rul emaking i s nore than just the training
and experience requirenents but the commttee, the
sub-comm ttee had a pretty detailed description.

MR. BROWN: Ri ght.

CHAI RMAN  CERQUEI RA: So once the
Comm ssi oners sign off onthat, what el seis goingto

really be needed?
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MR. BROAN: Legally that process -- that
woul d serve as essentially a proposed new rul e that
would go out for public coment. We'd have an
opportunity to address sone of the concerns that were
di scussed here earlier this norning, get stakehol der
comrent on it.

CHAI RMAN CERQUEI RA:  Just |i ke we did for
Part 35. We started that in 98, | think the Federal
Regi strar Notice, and so here it is October 24th,
2002, so it's four years.

MR. BROAWN: It is accel erated because we
were -- we woul d be at the point where we'd have a --
and this isn't my area of expertise, |ike many of the
things | discuss, some m ght wonder what ny area of
expertiseis, but we have a rul emaki ng pl an now whi ch
is sonmethingthat coul dtake years and years to get to
t he point. So the effort that you undertook so
accel erated the process many years and we have a very
-- a product that should be very close to being
i mpl ementable with few public coments.

CHAI RMAN CERQUEI RA: Dr. Vetter isfairly
i npatient, you know. He did his end, now, he wants to
know why t he comm ssioners aren't junping onthis and
what can this committee doto facilitate the process

i's my question.
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MR. ESSI G | don't know that there's
anything in particular that the commttee can do to
facilitate the process. You've given us your
recommendat i on. It's now at the hands of the
Comm ssi on.

CHAI RVAN CERQUEI RA: At t he comm ssi oner
| evel, right, and their staff peopl e have reviewed it
and have favorably given it their blessing. It now
goes onto the conm ssioners.

MR. ESSIG And they will dictate to the
staff then via staff requirenments nmenorandum what
they want us to do because we have outlined three
options inthere as you' ve seen if you perused what |
gave you earlier. By the way, the EDO did sign that
out today, so the copy --

CHAI RMAN CERQUEI RA: EDO i s?

MR. ESSIG Executive Director for
Oper ati ons.

CHAI RVAN CERQUEI RA:  VWhich neans it then
goes to the conm ssioners.

MR. ESSIG  Yes.

CHAI RMAN CERQUEI RA:  And they have how
many days to act on it?

MR. ESSIG  They have as long as they

need.
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CHAI RVAN CERQUEI RA:  Ri ght, but | think

this is the point where Dr. Wl Ilianmson usually cones
in and we need a notion to --

DR. WLLIAMSON: Well, | would like to
ask, if the comm ssioners signed off onit tonorrow,
what's the mi ni mumtine frame for getting a rul enaki ng
conpleted? That's really, | think, what the question
i s.

MS. McBURNEY: W I this one havetogoto
OvB? | nean, that takes awhile.

CHAI RMAN CERQUEI RA: M. --

MR. BROWN: Yeah, | apol ogi ze, because
you're catching us and we' re stuttering over here and
we don't have the definitive answers for you. It has
been eval uat ed by t he peopl e t hat are supposed t o know
and they're confortabl e that where we're at noww th
an answer fromthe Comm ssion in the next couple of
nont hs, we'l| be abl e to nove forward and based on al |
t he work that you guys have done, that the comments
shouldn't be difficult to address and that we
shoul dn't have difficulty going through OVB and t he
ot her regul atory reviews.

That, you know, we're in the right place
to proceed smartly andthat's really all that we know.

CHAI RMVAN CERQUEI RA: | guess what |'m
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asking fromstaff is some gui dance on how we can push
this. 1 mean, the commttee is, you know, powerl ess
in many ways but obviously, if we, you know, send a
note to the conm ssioners. When i s our next neeting
wi th the conm ssioners?

MS. WLLIAMSON: Spring.

CHAI RVAN CERQUEI RA:  Spring. Ckay, so t hat
will be part of the scheduling process, but you know,
if we wait till then to put sonme pressure on them |
don't think that's going to help very nuch. So nobody
is being terribly helpful in how we can nove this
forward. | nean, you know - -

DR. W LLI AMSON: | suppose you, as the
chai rman - -

MR. LIETCO Weekly phone calls by the
chai r man.

DR. WLLIAMSON: ~-- couldplaceacall to
t he --

CHAI RVAN CERQUEI RA: So is that the wi sh
of the commttee? Wuld you like me to --

DR. W LLI AMSON: Yes, | suggest that
here's a nmotion, okay. Okay, the ACMJl recomends
t hat Chai rman Cherqueira contact the comm ssioner
chairman to inquire about the status.

CHAI RMAN CERQUEI RA:  Good, okay.
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DR. W LLI AMSON: And express our concern
that it is not proceeding in a tinely fashion.

CHAI RMAN CERQUEI RA:  Okay, | wll take
that charge. All right. All right.

MS. WLLIAMSON: And that's all that |
have.

CHAI RMAN CERQUEI RA:  Ckay.

MS. W LLI AMSON: I do have the Staff
Requi rements Menmorandum on the national materials
reports.

CHAI RMAN CERQUEI RA:  You still have the
vacanci es.

M5. WLLI AMSON: We didthat this norning.

CHAI RMAN CERQUEI RA: But t hat was a cl osed
session, so we should at |east discuss it in public
because we do have nenbers of, you know, st akehol ders
out there and --

MS. WLLIAMSON: Certainly. | should be
abletodothis by nenory. W reappointed five people
to the conmttee. Let's see how good | am

CHAI RMAN CERQUEIRA: | canreadit, I've
got the m nutes here.

MS. WLLI AMSON: Ckay.

CHAI RMAN  CERQUEI RA: Di anond, Nag,

Schwarz, WIIlianmson and Vetter were reappointed.
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MS. WLLIAMSON: Were reappointed for a
second term We do have three vacancies comng up in
therelatively near future and t hey woul d be Chai r man
Cerqueira, Ms. Hobson and Ms. McBurney. So ny action
after this meeting would be to nove smartly to start
t he process to get the antici pated vacancies filledin
a tinmely manner. And one other vacancy that we can
foreseeinthe foreseeable-- well, inthe near future
woul d be M. Lieto' s position as nmedical physicist and
he could be reappointed to the commttee.

DR. DI AMOND: Angel a, we al so have the
issue that Dr. Cerqueirais the chairmn, so we need
to find a new chairman

MS. WLLI AMSON: Exactly.

CHAI RMAN CERQUEI RA:  So | woul d say t hat
we shoul d -- sonebody shoul d make a nom nati on t hat we
initiate the process for identifying new nenbers to
repl ace Cerqueira, Hobson and McBurney and sel ecti ng
a new chai r man.

DR. W LLI AMSON: So noved.

CHAI RMAN CERQUEI RA: So Jeff nmkes the
nom nati on, you seconded it. Further discussion on
it?

MS. McBURNEY: Who actually appoints the

chair? We don't select our own chair, do we? The
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Conm ssion --

DR. WLLI AMSON: We coul d perhaps nmake a
reconmendation from the remaining nenbers of the
committee. It would probably be logical to have
sonebody who has served and has sone experience,
recent experience, on the ACMJ rather than getting
sonebody col d.

MS. HOBSON: Exactly, | agree. Also just
for my own benefit, does the chairman -- is the
chairman required to be an MD, a physician or could
one of the other highly qualifiedbut not a physician?

MS. WLLIAVMSON: | don't knowthat it's a
requirenment.

CHAI RMAN CERQUEIRA: | don't think it's
required.

MS. WLLIAMSON: | thinkit's usually the
case though, as sort of a past practice.

DR. DI AMOND: | was | ooking at the byl aws
today and | did not see any requirenent that the
chai rman be a physi ci an.

DR. NAG Now, howas t he chai rman deci ded
before, | mean, the previous chairman? How was it
deci ded and how - -

DR. DI AMOND: Soneone | eft the roomfor a

few m nutes and they got dinged.
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MS. McBURNEY: He was the only doctor
left.

CHAI RMAN CERQUEI RA:  You know, again, |
think the previous chairman, Dr. Seigel, had sone
input intoit with the commttee nenbers. | have to
admt, |I'mnot aware of how the process was --

MR. MALMUD: It was actually Dr. Stitt who
was the previous chairmn.

CHAI RVMAN CERQUEI RA: That's right, it was
Judith, yeah. There shoul d be a process. You know,
mean, every society that we're involved in has --

MS. McBURNEY: Maybe while you're on the
phone with the --

CHAI RMAN CERQUEI RA: The comm ssi oner, he
won't knowunfortunately, but I'msurethe staff, |ike

t he peopl e that were here for awhil e, Larry Canper or

Cat hy Haney have had t he | ongest experience. I'll | ook
into it and I'lIl try to -- there has to be sone
process.

MS. SCHWARZ: Maybe Dr. Seigel could --

CHAI RVAN CERQUEI RA: Could fill wus in,
yeah.

MS. WLLIAMSON: | actually believeit was
recomrended i n a paper to t he Conmmi ssion by the staff.

Now, | don't know how the staff canme to the
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recomrendation frankly. | can always find that out
but I do remenber seeing paperwork to that effect.

MR.  MALMUD: But it's appointed, not
el ect ed.

MS. WLLIAMSON: [t's appointed, yes.

DR. W LLIAMSON: That's correct, but |
t hi nk, you know, our group coul d nake a recommendati on
to the staff if we wanted to, if we felt we had sone
consensus within this group.

CHAI RVAN CERQUEI RA: But the initial
processistojust -- there's thethree vacancies. W
have to publish it in the Federal Registrar and we
have, you know, a period of nomni nations being
subm tted and so we shouldinitiate that now. | think

our last nmeetingis the spring of 2004 but, you know,

we' ve had --

DR. NAG  That gives us sone tine.

CHAI RVAN CERQUEI RA: Right, okay. So
we'll dothat and we'll try to findout the process by

whi ch the chairman i s appointed.

The seconditem then, | guessisinterns
of M. Lieto's beingreappointedand!| don't -- again,
what are the -- | nean, he speaks up too nuch but he's
done a fairly good job. And so what's the process by

whi ch a reappoi ntnment can beinitiated. Isthat upto
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t he discretion of the chairmn?

MS. McBURNEY: |f he wants to be.

DR. NAG If he wants to be reappoi nted.
| f he does, then there's no nore questions.

DR. WLLIAMSON: Well, | guess the staff
coul d choose --

MS. WLLIAMSON: The staff could, right --

DR. W LLI AMSON: -- to recommend not to
reappoint him as has happened in sonme cases.

MS. W LLI AMSON: So basically at the
recommendati on of the staff, which the Comm ssion
usual ly agrees with.

MR. LIETO. We know the answer to that
one.

CHAI RMAN CERQUEI RA:  AlIl right, so that
t akes care of those itens, but again, you know, we've
kind of nade it apriority to avoid vacanci es because
two years ago we had | ot s of vacanci es and it was very
hard for the commttee to do business. So we've got
17 nmonths and if we initiate the process, we should
get it filled. OCkay.

And then the next thing is still --
Angel a, you're still t here, adm ni strative
concl usi ons.

MS. WLLI AMSON: That's just the routine
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di scussi on about the next agenda itens and t he next
meeting date.

CHAI RMAN CERQUEI RA:  So we normal |y have
a neeting in the spring.

MS. W LLI AMSON:  April.

CHAI RVAN CERQUEI RA:  April.

MS. WLLIAMSON: Right, uh-huh.

CHAI RMAN CERQUEI RA: All right, andthat's
when we meet with the comm ssioners.

MS. WLLI AMSON: That can serve as your
meeting with the comm ssioners, yes.

CHAI RMAN CERQUEI RA: And the tone of
today' s di scussion, | think the commttee would |ike
to meet with the conm ssioners and --

DR. W LLI AMSON: Yes, | think so.

CHAI RMAN CERQUEI RA: W what we need t o do
t hen, and t he i ssue al ways cones up of howyou get to
five comm ssionerstobeintow. Sowe needto-- if
you coul d check with their staff to see when in April
we coul d possi bly convene a neeting and t here we need
the full day and a half because usually we have a
nmeeti ng before and are there any nati onal neetingsin
April ?

DR. NAG There is a Radiation Society

meeting at the end of April.
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CHAI RMAN CERQUEI RA: | f peopl e coul d j ust

| ook in their cal endars.

DR. NAG  April 26th through 30t h.

DR. VETTER: The NCRP neets in April.

DR. BRINKER: Early April is the NCRP

PARTI Cl PANT: |s Easter in April?

CHAI RMAN CERQUEI RA: Late March.

DR. DI AMOND: Angela, if you're taking
notes, there's a Radi ati on Oncol ogy neeti ng February
27t h through March the 2nd.

DR. NAG No, we are |looking for April.

DR. DI AMOND: | understand but I' mgi vi ng
her all the dates | can think of.

CHAI RMAN CERQUEI RA: And t here are t hings
i ke spring breaks that for some of usthat'salittle
bit nmore --

MS. WLLI AMSON: April is not wittenin
stone. | nmean, we could have it alittle bit sooner,
alittlebit later, but normally we hold it in April.

PARTI CI PANT:  Sounds |ike md-April.

CHAI RMAN CERQUEI RA:  So Easter is April
20t h, so alot of the school vacations tend to sort of
cluster around that. End of April, is the end of
April -- that was the one that was bad.

DR. NAG That is the Radium Society,
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al t hough that --
CHAI RMAN CERQUEI RA: But agai n, we have
peopl e representing various constituencies and it
woul d be inportant, | think, to have them here.

DR. VETTER: The first full week of April

i s NCRP.
CHAI RMAN CERQUEI RA: The first full week.
DR. VETTER: It isn't all week | ong but |
don't renenber the dates. [It's that week.

DR. DI AMOND: So what about the second
week of April?

CHAI RMAN CERQUEI RA:  April 7th, whichis

a Monday?

DR. DI AMOND: That's the first full week,
isn't it?

DR. NAG  That week is open.

DR. VETTER That's the week of NCRP.

CHAI RMAN CERQUEI RA:  Ckay.

MS. McBURNEY: So before that?

DR. DI AMOND: What we need i s a Monday,
Tuesday?

DR. NAG No, it can be any day of the
week, right?
MS. WLLIAMSON: It can be.

DR. DI AMOND: O Thursday, Friday.
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MS. WLLIAVMSON: We try not to hold it on
Friday, but the flights, it's difficult.

CHAI RMAN CERQUEI RA:  So what about -- here
again, this is probably not the nost efficient use
but, you know, once we start sending e-mails to | ock
in dates, we have to give the conm ssioners a couple
of alternative days to try to get it. So sonething
like April 23rd, 24th is that -- it's the m ddl e of
t he week.

DR. VETTER: | thought you said that was
Easter.

CHAI RMAN CERQUEI RA: Easter is April the
20t h, | have, April 20th.

MS. WLLIAMSON: This would be after.

CHAI RMAN CERQUEI RA:  So we would try to

avoi d that Monday and Tuesday, the 23rd, 24th of

April ?
DR. NAG Yeah, that's okay.
DR. VETTER: Even the first week in Muy.
DR. DI AMOND: What about the first week in
May ?

CHAI RMAN CERQUEI RA: May 5th, 6th, that's
a Monday, Tuesday?
MS. McBURNEY: When is the CRCPD neeti ng?

DR. NAG Immediately after the ABS.
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CHAI RMAN CERQUEI RA: Let's go back to
maybe March.

MS. McBURNEY: Late in March, early Apri
around April Fools.

CHAI RMAN CERQUEI RA: How about |i ke March
24th, that's a Monday and the 25th, it's a Tuesday?

DR. EGA.l: Al ot of college spring breaks
have already started. M son is at Harvard, starts
t hat Monday.

MS. HOBSON: Yeah, but spring breaks
bounce all over. There's --

MS. McBURNEY: \What about the follow ng
week?

CHAI RVAN CERQUEI RA: Then we're into April
and April is kind of -- well, can we --

DR. DIAMOND: So let's -- we need two or
three different dates, so let's throw a coupl e out.
Let's do that --

MS. McBURNEY: March 30t h?

CHAI RMAN CERQUEI RA: No, it was March
24t h, 25th.

PARTI CI PANT: March 30th and 317

CHAI RMAN CERQUEI RA:  So March --

MS. McBURNEY: | won't be avail able the

24t h and 25th of March, so maybe March 30th, Apri
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1st?

DR. NAG  April Fools Day, yeah.

CHAI RMAN CERQUEI RA:  That's March 31st,
April 1st. Okay, so let's try those two. So we had
April 22nd, 23rd, and then March 31st, April 1st. All
right, we'll try those dates to see if we can get the
conm ssioners, and if that doesn't work out, then
we' Il send out the scheduling cal endars agai n.

DR. DIAMOND: | think the only way we can
doit is find when the nedical neetings are, get two
or three sets of dates, find when the conm ssioners
are avail able. There's no way we' re going to be able
t o acconmodat e everybody' s schedul e. W just can't do
it.

CHAI RMAN CERQUEI RA:  Yeah, okay.

MS. W LLI AMSON: One other thing, Dr.
Cerqueira, as far as everyone's travel and your
servi ces vouchers, if youdon't m nd signingthose and
just giving themtone, that will really expedite the
settl ement of those vouchers. Youdon't haveto, it's
your choi ce.

MR. MALMUD: These two pages and just fill
themin.

MS. WLLI AMSON: Ri ght, and just give the

information to ne rather than -- yeah, exactly, then
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you don't have to send it through the mail.

DR. NAG Do you need t he hotel receipt or
can you use the fax on that because the only other
t hing woul d be the hotel receipt that you woul d not
have.

MS. WLLIAMSON: | really should get the
original hotel receipt. People here get audited by
the 1Glike to have original hotel receipts, so not
faxed, they really -- unless you |ose the hotel
receipt, they really do prefer that they get an
original of the hotel receipt.

CHAI RVAN CERQUEI RA: So i f peopl e can sign
those and give them to Angel a. If you'd | eave a
signed copy here then you can send her the --

MS. WLLIAMSON: You can just |eave --
yes, and | can nmake copies for you.

MR. DIAZ: Now, Sally had a question.

MS. SCHWARZ: We had discussed the
possibility of aconmmttee being formedtoreviewl000
nodal ities and | just thought maybe if you wanted to
do that before we cl osed.

CHAI RVAN CERQUEI RA:  You know, | think we
shoul d. The questionis, you know, it's such a broad
topic and you'd |l i ke to get i nput fromvari ous nmenbers

of the conmmunity, both the stakehol ders as well as t he
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peopl e that don't have an interest in order to-- and
you' re al nost tal ki ng about the whole committee in a
sense. You know, | guess we could try to break it
down but there are goi ng -- when sone of these things
conme up, | mean, you know, havi ng cardi ol ogy i nput is
of sone val ue, radi ati on oncol ogi sts in sonme cases.

DR. WLLIAMSON: Well, there's nothing
t hat stops the subcomm ttee frominviting additi onal
menbers for a particul ar decisionthat requires their
i nput but | think the suggestion of the commttee is
that we could have a standing -- sone sort of a
standing structuretofacilitate doingthis quicklyin
bet ween our sem -annual neetings.

MS. SCHWARZ: If there were --

DR. WLLIAMSON: So that was the --

CHAI RVAN CERQUEI RA:  Okay, what size
shoul d we make the conm ttee?

DR. DI AMOND: Pr obably get a
representative fromeach di sciplinethat's represented
here, so one radiation oncol ogist, one nuclear
medi ci ne, one physicist, one cardiologist and so
forth.

M5. HOBSON: That's the whole conmttee.

CHAI RMAN CERQUEI RA:  The onl y dupli cat es,

| guess, there's two radiation oncol ogi sts. W have,
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| guess, two nedical physicists. So basically it
woul d be everybody wi th t he excepti on of three peopl e.

DR. NAG | think you don't need a pati ent
advocat e, but you may need a t echni cal thing so Nekita
m ght not be invol ved.

CHAI RVAN CERQUEI RA:  No, but | think she
represents a uni que constituency that shoul d be there,
| nmean, really because she doesn't have any ax to
grind in ternms of you know, turf and I think it's
i nportant to have that kind of input. Well, and t hen
as the chairman, | shouldn't be onit, sothat | eaves
Dr. Brinker. So it's a matter of which of the
physi ci sts and whi ch of the radi ati on oncol ogi st we' d
| eave of f.

DR. W LLIAMSON: |'Il vol unteer.

CHAI RMAN CERQUEI RA:  To be on or off?

DR. WLLIAMSON:. Onit. All right, okay,
S0 Subir wants to be onit then and Ral ph, do you have
any strong feelings about being on it?

MR. LIETO Well, no. | nean, | have no
problens. It's going to cone back to the commttee
anyhow.

DR. WLLIAMSON: If he wants to beonit,
Il will happily w thdraw.

MR. LIETO | want to be abletocriticize
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you, Jeff.

CHAI RMAN CERQUEI RA:  All right, so | think
we have the comm ttee then. | guess, you know, Davi d
and Ral ph and | are not onthe conm ttee and everybody
else is on the conmttee. | nean, is that --

MR. MALMUD: You don't need two --

CHAI RMVAN CERQUEI RA:  Yeah, but you're a
hospital admnistrator and you do need that
per spective.

DR. W LLI AMSON: Maybe he coul d cover
bot h.

MS. McBURNEY: True. Mdst of these itens
are going to be com ng up as devices or sonething in
an agreenent state or whatever --

CHAI RMAN CERQUEI RA:  Yeah, we definitely
need that. All right, well, look et nme -- | think
we' ve kind of identifiedit. The only questionis do
we need two nucl ear nedicine. The other thing you
don't want is if you have too many -- | feel 1've got
two people representing the same interest, then
potentially there's a conflict there but | think we
have the body of the subcommittee.

Let me talk to the staff people and t hen
"1l just send the |ist out to people unless there's

any other issues that come up. All right.
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MS. HOBSON: | think both Dr. Ml nud and
Dr. Eggli, they woul d serve two different purposes on
the commttee and |'"msure that they're big enough
that they would put aside any parochial interest.

CHAI RVAN CERQUEI RA:  Ckay, that's probably
true. So all right, other issues, any --

DR. DI AMOND: Yes, there were. | don't
know at this late juncture in the day we want to go
and rai se our bl ood pressure agai n, but the main focus
of this norning's discussions were whet her we want ed
to have sone open and frank exchange of what can be
doneinthefuturetoinprovethe functionandutility
of this advisory comm ttee. Should we take five or 10
m nutes to tal k about this?

CHAI RVAN CERQUEI RA:  Yeah, | think that's
-- what do you suggest?

DR. DI AMOND: Well, there are a coupl e of
i ssues. We tal ked about sonme housekeepi ng things,
such as getting the sunmary mnutes out in atinely
fashion, getting the staff responses out to the
commttee menbers in atinmly fashion. So those are
very strai ghtforward things. W al so spoke about the
need to inprove communication with the federal
desi gnated official as a third point.

Ot her points really are you know, an open
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and frank di scussion with response to what our purvi ew
is and are we going to be receiving pro-active
comruni cati ons fromthe staff or are we going to pl ay
this gane once again where we respond and have to
inquire as -- on our own as to what are the i nportant
and devel oping issues. | thinkit's nmuch better to go
and di scuss these in a proactive fashion. It saves a
| ot of heartache and | think it noves much nore
efficiently.

CHAI RMAN CERQUEI RA:  Wel |, it's a lot of
i ssues. Let's kind of go back then and maybe start
with the first point that you nmade.

DR. DIAMOND: So first is a nore tinely
conmuni cation of the summary m nutes and of the staff
responses. | think that's not a subject of debate.

CHAI RMAN CERQUEI RA: Al right, I think
one way to do that is once the m nutes are finalized
and Angela, | think there's agreenment that the
m nutes, oncethey're finalized, should go out tothe
commttee nmenbers and when we open the neeting, we
shoul d have t he opportunity to revi ewthe m nutes and
| et people, you know, nmake changes or if they have,
you know, di sagreenments with what's said, that should
be done up front. So nowwe can do that. There's no

reason that the mnutes are not allowed to be
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distributed to the conm ttee.

W also identified action itens that
during the di scussions, we -- you know, we basically
made a notion and we took a vote on it and we shoul d
have a clear -- in the m nutes, we shoul d have a cl ear
identification of the notions and that shoul d cone out
of the transcript. You know, | don't go through the
whol e transcript, Angela or sonmebody does and we
basically come up with sone, you know, nom nati on and
so that should go out to people and it should be
brought up at the neeting.

DR. DI AMOND: The next issue is an issue
that was fornul ated real ly by Di ck, which was t hat we
shoul d have standi ng reports. In other words, to
par aphrase Di ck, for exanple, update -- staff update
on training and experience, staff update on the
Nati onal Materials Program staff update on these
ot her issues. This way the clear onus, the clear
burdenis onthe staff to preparein advance materi al s
t hat we can revi ewand di scuss i nstead of us havingto
go and dig through these issues.

CHAI RMAN CERQUEI RA: Yeah. But who's
going to come up with a list of sort of standing
recurrent issues that --

DR. VETTER: Yeah, | woul d suggest t hat we
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actually sinply have sone broad categories that are
st andi ng al ways on t he agenda and maybe sone neeti ngs
thereisn't anything there but we still never renove
that fromthe agenda. An exanple would be routine
trend reports. | think it would be good for this
committee to hear fromthe staff what are t he nedi cal
events that have occurred across the country and why
do we want to know that, to help them They' ve
probably al ready got it figured out but at | east give
them our input as representatives of the user
comm ttee, on whether or not there m ght be sone root
cause there or we m ght be able to contribute to the
base know edge on rout e causes t hat m ght be effecting
these trends or contributing --

CHAI RMAN CERQUEI RA: Do you nean trends of
medi cal events or reportable events, or what?

DR. VETTER: Medical events is what |I'm
suggesting. We can come up with -- I'mjust saying a
broad cat egory of routine trend reports. One exanpl e
woul d be nedical events. There may be half a dozen
ot hers over a period of tinme we would ask that they
update us on and atrend report, you know, one exanpl e
is if nmedical events are two next time and 10 the
following time nmeeting and 20 after that there's

obvi ously sonet hi ng goi ng on. Cbviously, the staff
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woul d have figured that out by now but the purpose
woul d be for us to have i nput as nenbers of the user
community as to what m ght be happeni ng out there.
That's an exanpl e.

So one of those categories that we woul d
al ways have on the agenda would be routine trend
reports, whatever we've all decided are good routine
trend reports.

MS. HOBSON: Woul d t he sane thing apply to
t hi s new nati onal data bank, what would be -- what's
been reported.

DR. DI AMOND: Sure, | think that's very
i nportant.

MR. LIETO You could maybe use the
category of enforcenent actions because isn't that
what woul d trigger that type of reporting to the data
base, would be escal ated enforcenment?

MR. BROAN: In part, not -- it's not the
only reporting criteria but that's in part.

CHAI RMAN CERQUEI RA:  Now, Tomand Fred, |
mean, you kind of get the sense of this. And it
sounds like it's a reasonable request from the
commttee, so --

MR. BROWN: Well, yes. As you ask for

nmor e i nformati on, the nunber of peopl e avail abl e to do
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it and the status of their abilitytodoitislimted
by the hours of budget, so the nore you ask for, the
| ess good any of it's goingto beis essential rule of
t humb to under st and.

We do trend analysis. It's a function.
It's actually avery inportant functionandit's being
revisedinits totality right now. 1'd love to cone
in and talk about it at the next neeting and once
you' re i nformed of what we do, | nean, you can ask for
further updates, but the nore updates that we're
preparing for you, theless opportunity we're goingto
be having -- have to --

CHAI RMAN CERQUEI RA: But they're al ready
exi sting out there as part of the agency, you know,
policy. It would just be a matter of sharing the
material, right?

MR. BROMAN: And sone t hi ngs are and we can
expl ore those. You know, the trend isn't a
presentation. It's actually a nonthly neeting that
goes on to review not just nedical events but al

DR. DI AMOND: Ri ght, we're not asking for
a 30-m nute presentation. A one-page summary of
trends prepared by that particul ar agency or board
woul d be nore than sufficient.

MR. BROWN: That agency or boardis two or
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t hree people in ny section and one page i s sonet hi ng
we'l | half-way do but that's alevel of effort and it
detracts fromall of the other levels of effort we
have.

DR. DI AMOND: Wel |, gee whi z, I' mspendi ng
a lot of effort to come here, too, Fred.

DR. BRINKER: Well, | think before --

DR. DIAMOND: | nean --

DR. BRI NKER: One thing, again, as a
newconer, |'mseei ng us going not parallel in our --
or not together inour thinking. W' re not converging
and | think one of the things is our ideation of what
we shoul d be doing may be different. | think it is
different fromwhat the NRC staff's ideations, what
t hey want and need fromus are different than what we
think the i nfluence we ought to have andit's further
conplicated by the fact that you have a bunch of very
wel | -doi ng, intelligent, hardworki ng peopl e here t hat
want to contribute and want to be known that they
contributeandit's al so conplicated by the fact that
we neet every half a year or sonmething and they do a
hell of alot betweenthe ti mes we neet and they can't
-- and | guess they don't know how nuch of that and
how t o comruni cate the ongoi ng process with us in a

way that would be beneficial for us to interact.
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But | ook at today. W are so -- | nean,
| feel that I amvol ume overl oaded by all the things
t hat we di scussed today and |I' mnot sure that we had
an adequate tinme to digest all the things Fred was
bringing up so that we coul d gi ve the best -- | nean,
we gave t he best answers that we coul d of f t he t ops of
our heads in the 10 or 15 mnutes that we had to
di gest the data, but we didn't do the ki nd of job that
m ght have been done if we had days to think about
this and other information access.

So, again, | think one thing that would be
valuable to ne, | think, is if the NRC staff really
had a soul -searching in ternms of what they want from
us and in order of priority. And we conversely, had
a soul -searchi ng and put down what we t hi nk we shoul d
be doing in order of priority and see where they
mat ch.

Now, an awful | ot of good has been done
al ready and just as Dr. Vetter's subcommttee was an
i mmrense amount of work, and | think that thereisthis
-- we're not connecting. Aot of people here think
that they're not appreciated for what they do, that
the NRCis not sensitive enough to the desires of the
group and |I' msure by the expressions on your faces

t hat nuch of what we say is, "Oh, boy, what do they
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want nowand this is goingto be atrenendous onus and
how can we possibly going to get that done. So to
make t hi s work t he best, we should be all on the ri ght
i ne working together and we shoul d know what each
other's needs are and how best to do them

CHAI RMAN CERQUEI RA: Those are good
points. | think one of the things that would helpis,
you know, there's a charter for this commttee and |
have to admt | nust have seen it at sonme point but
how many have --

DR. DI AMOND: It's in the back.

CHAI RMAN CERQUEI RA: It's in the back.
Al right, well, peopl e should | ook at that and agai n,
just to --

DR. W LLI AMSON: | actually think we
shoul d be, you know, fairly careful about how much
stuff we request. | think we've nade sone reasonabl e
requests which is to be -- keep up to date on a
routi ne basis with the 35. 1000. That's very i nportant
tothe comunity, very controversial. It's very easy
to make a m sstep but no, | don't know-- | don't have
a strong feeling that we should get that involved in
tracking trends and so forth and routine information.

I think we've made sone specific requests

that are reasonabl e.
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MS. HOBSON: But on t he ot her hand when we
have wor ked | ong and hard on a particul ar i ssue and we
make a recommendation, it's just sort of like, you
know, many ti mes we're just sort of dropped out of the
| oop and we never hear anything el se about it, or el se
we' re surprised by what actual | y has happened when we
do | earn about it. So being kept informed is, |
t hi nk, huge.

CHAI RMAN CERQUEI RA: Leon?

MR. MALMUD: |t might be useful because --
it would certainly be useful if we identified those
i ssues that we felt needed fol | ow-up and t hat at each
nmeeting we identify the items for which we're
requesting foll ow-up at the next neeti ng and not over -
burden the staff here with tracking everything,
because their budget is limted and they're going
t hrough an ordeal now, as nobst of governnent is in
trying to antici pate possi ble needs with respect to
bioterrorism et cetera. So | would suggest that we
begi n by our assumi ng the responsibility toidentify
toyouthoselimteditens for which we are requesting
foll ow-up because of the i ntense i nvol venent of this
comm ttee and those i ssues, that we begin with that
and then see howthat works. That will give us what

we want in terms of the feedback and that will give
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t he staff an opportunity to see howburdensomethisis
since you do have limtations on your own staffing
wi t hi n your own organi zation and all of us working in
organi zations recogni ze that reality. So maybe we
coul d begin with those steps. But we certainly have
to beginw th sonet hi ng because it's wasteful of your
time as well as ours to di scuss the frustration of the
committee rather than the itens about which we feel
frustrated. So is that acceptabl e?
CHAI RMAN CERQUEI RA: Those are l egiti mate
points and | think the m nutes and the action itens
again will identify -- and we've tried to limt what

we, you know, include, certainly for actionitens and

MR. MALMUD: We could get e-mails. |If we
have a neeti ng now and t he questi on coul d be answer ed
next nonth and the e-mail conmes to us indicatingthis
is the response, thenit would make -- it shoul d make
lifealot nore conpatiblew ththe commttee and the
staff and we'll buildonthat. | don't think we could
expect an overni ght change. It'sdifficult to dothat
overnight, but let's start out with a few steps.
Dave, how do you feel about it? A good beginning?

DR. DIAMOND: It's a nice beginning.

MR. MALMUD: And we'll buildonit. We'll
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build on it as quickly as we can.

CHAI RMAN CERQUEI RA: That's a good
approach. Ruth?

MS. McBURNEY: | don't want us to be
perceived as trying to m cro-nmanage the staff of the
Nucl ear Regul atory Comm ssion. That is not our job.
Qur job is to advise on technical and on issues that
deal with regul ati ng the use of byproduct naterial for
medi cal use. And beyond that, | don't want us to get
into the mnutiae of the role of the staff of the
Nucl ear Regul atory Conm ssi on.

CHAI RMAN CERQUEI RA: That's a good poi nt
and Ral ph, did you have a coment ?

MR. LI ETO Yeah, | think that, you know,
| don't disagree with any of the statenments that have
been made before. | think having data by which to act
onl thinkis what we're asking for and mraybe with t he
data we realize this isn't an i ssue we should worry
about. Okay, let's not, you know -- you know, maybe
i ke that data base. Maybe the events are so few and
far between in conparisonthat it wouldn't need to be
a standing itemon commttees and so forth.

But | think what we're trying to find
right nowis that we're sort of like in a vacuumand

we want to make sone deci sions and we want to neke
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deci sions as to do we need to get invol ved or shoul d
we not be invol ved and that's what we're | ooking for
is the data to make those deci sions.

And maybe like Dr. Malnud said is maybe
what we should do is conme together with our -- you
know, what do we think we should be -- or what do we
want to be asking for and determ ne as agroupisthis
really the issues that we want to direct the staff to
do.

CHAI RMAN CERQUEI RA: Good points. Leon?

MR. MALMUD: |In many ways we have three
constituencies. W have the patient first. W have
t he public second. W have the health care workers
third. W seemto beintotal agreenent as to what is
best for the patient. W seem to be in total
agreenent with respect tomnimzingtherisks of the
public. Were we wind up in a squeeze i s when we go
back to the comunity t hat takes care of the patients,
t hey ask questions of us and they are sonetines
startled with the responses and that's not good for
the NRC. It's not good for the patient. It's not
good for the public and not good for us.

So we need to be able to respond to sone
gquestions nmore definitively than we can presently

gi ven t he amount of -- giventhetineliness of sonme of
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the information given. 1Is that a fair statenment?

CHAI RMAN CERQUEI RA:  Yes, | think that's
a very fair statenent and, you know, again, | think
you set the priorities, | think, correctly, interns
of what this comm ttee has focused on. All right, any
ot her comment s?

DR. VETTER: |If we could get back to the
busi ness of the agenda, | findit alittle difficult
to deal with a call for agenda itens that conmes just
a coupl e weeks before the neeting and wonder if we
coul dn't do sonet hi ng about that, try to get themout
earlier. And thenif, in fact, we are here to serve
the NRC, which I think that's what we're here for,
perhaps a little stronger |eadership fromthemin
ternms of what shoul d be on t he agenda, what are they
| ooki ng for.

CHAI RMAN CERQUEI RA: Ri ght, and to get the

material out. Some of these itens today that you
want ed i nput on, | nmean, it was hard for us to see the
issue for the first time, to realize how our -- you

know, the people we represent, you know, what
approaches they take towards it, so whatever you can
get out ahead of tinme, it will giveus noretineto be
fam liar with the i ssues, to seek sone i nput and so

t hat when we're here, rather than just conpl ai ning
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t hat we haven't seenthis and we thinkit's inportant,
we coul d give you very specific information that |
t hi nk woul d hel p solve the issue.

DR. NAG Well, one quick question, we
were tal king about nuclear fatalities and ACMJ
presented something to the Radiation Oncol ogy
Comm ttee about a nonth ago that was wonderful. W
wer e tal ki ng about having that presentation here at
the ACMUl and it never happened and we are the ones
that are going to be on the line if, you know,
gquestions are asked. And | thinkinthe next neeting,
we coul d have a one day and a hal f neeting, about an
hour or so woul d be devoted to havi ng a speaker here
who knows about all the things that are happeni ng at
t he national | evel so that we woul d be kept i nfornmed
and we can ask questions and t hey can ask questi ons of
us.

CHAI RMAN CERQUEI RA: Is that -- again, the
presentationthis norningthat didn't happen | thought
was goi ng to address sonme of those i ssues and i s that
sonmet hi ng we coul d reschedul e for next tine?

MR. ESSIG We could. The presentation,
| think the one you're referring tois by -- was by
Lynn Silvious?

CHAI RMAN CERQUEI RA:  Yes.
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MR. ESSIG | don't know if that would

have scratched the itch because she was going to be
tal king on sonethingrelatedto security matters, but
it was primarily adapted froma presentati on she nade
tothe staff on appropriately handlingthe information

that has acertainclassificationlevel toit. And so

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

MR. ESSI G -- that's security. She
woul d not be the right person for that.

DR. NAG No, we're are tal king about the
team and you know, soneone from Oak Ridge gave a
wonderful presentation to the radiation oncol ogy
community and that really hel ped because there were
many t hi ngs t hat we di dn't know oursel ves. You know,
what are the i nmedi ate things to be taken care of, at
what point, you know, do you have to clear the area
and so forth. What are the major signals, what are
t he t hi ngs you coul d | ook for, so basically a nedical
enmer gency that would occur.

MR. ESSIG Yeah, if | could just add, |
t hi nk what | nmentioned this norning about sone tine
prior tothe meeting having a conference call where we
clarifiedthe agendaitens and sothat there aren't --

we know exact|y what your expectations areinterns of
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well, I'"dlike to hear fromthe staff onitemX W
have an i dea what t he scope of theitemis and what - -
any sub-issues associated with that so that we coul d
adequat el y prepare -- make the ri ght preparations for
our presentation and | mean, we don't want to -- as
Fred was pointing out, we have a certain anount of
budget ed resources for this activity and we certainly
don't want to squander t hemby prepari ng sone nmat eri al
that isn't of value to the conmttee and doesn't
clarify issues.

CHAI RMAN CERQUEI RA: Wl |, agai n the val ue
-- it's nore of value to you

MR. ESSIG Agreed, but it's -- in many
respects, it's nutual. Yes, Jeff?

DR. WLLI AMSON: A specific suggestion
what we could put on a future agenda woul d be what
Susan Frant was tal king about, did she call them
provi sional or interim security neasures? Do you
remenber, Ral ph?

MR. ESSI G They are interi mconpensatory
measur es.

DR. W LLI AMSON: Yes, interi mconpensatory
measures and | understand sone wi || be on the draw ng
board soon for nedical use of radiation. [''m

wondering if the ACMJI could be involved in that
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di scussion and have an opportunity to give our
feedback if only in aclosed neeting, perhaps, because
of the secure nature of it.

MR. ESSIG It would certainly have to be
done in a closed neeting --

DR W LLI AMSON: And the classifiednature
of the material but | think it would be -- again, we
could offer I think a benefit and service to you in
trying to discuss fromour perspective difficulties
for -- that your proposals m ght have for conti nuing
with taking care of patients as well as i deas we m ght
have specifically for how to inprove security.

MR. ESSIG Well, in fact, that may be an
i ssue t hat because of ti m ng, again, maybe if we don't
discuss it until next April, the possibility is that
that may be too late to provide any reasonable
f eedback and that's where a subcomm ttee m ght be of
some val ue.

DR. WLLI AMSON: Then I think it would be
-- it's a very inportant issue. | would suggest we
consi der having a smal |l sub-group that coul d present
some advice or feedback on behalf of the entire
comm ttee.

CHAI RMAN CERQUEI RA:  Woul d t hat be hel pf ul

tothe -- yes. Mybe we could do that? We probably
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shoul d break now because sone peopl e have fli ghts and

t hi ngs.

MS. HOBSON: Can | just say one nore
t hi ng?

CHAI RMAN CERQUEI RA:  Sure.

MS. HOBSON: And this isn't anythingthat
you can kind of formalize, but you know, | would

personal |y be very appreciativeif the NRCstaff woul d
just keep us in m nd when sonething is going on and
"1l give you a good for instance. | nean, we didn't
know t o ask about the new nucl ear materi al s program
t he Nati onal Nucl ear Materials Program until we heard
about it accidentally. | nean, we were never brought
into that process until it was well down t he road and
| know a few of us woul d have probably appreci at ed at
| east knowi ng t hat t hat was goi ng on and you know, so
t hat we' re not, you know, blind sighted by thi ngs that
come down the pipe.

CHAI RVAN CERQUEI RA: Yeah, | think the
staff has to sort of appreciate our position that
we're representing a community that has a | ot of
guestions and many tines, you know, they ask us
gquestions about things that we should have sone
know edge about and we find out that things have been

goi ng on and we don't knowthem you know, don't have

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




10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

344

enough i nformation. So it woul d be useful to sort of
keep us updat ed on sone of these things because t hey
do i npact on the people we represent and soneti nes
think we're enbarrassed by not having informtion.
All right, well, 1'd like to thank
everybody for takingtinme out of their busy schedul es
and comng here and 1'd like to thank the staff.

We've been critical, we're trying to help and if it

didn't seem that way, | do apologize, but we are
trying to make the process work. Yes, Jeff, |ast
wor d?

DR. W LLI AMSON: Yes, |'m sorry. I's

soneone going to follow up on the appointnent of a
sub-group to deal with the security neasures?

MR. BROWN: Let ne just say, that issue
has a life of its own driven by the Conm ssion in a
different office to whomACMJI is not an i ssue. And
what | woul d suggest we do i s when t he process mat ures
to the point that there is sonmething to tal k about
that we contact Dr. Cerqueira and have him put
t oget her a subcommi ttee because ot herw se you' re goi ng
to be frustrated if you set atime line and it's not
based on anyt hing substantive.

MR. ESSI G Because our office of nucl ear

security and instant response is the | ead and we're
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support.

DR. WLLIAMSON: | just wanted to make
sure that the ball was in sone identified court and
the owners of the court take responsibility. [''m
hearing you say you'll take responsibility for
contacting the ACMJI when the tinme cones.

MR. ESSIG At the right tinme, yes.

CHAI RMAN CERQUEI RA:  Thank you.

(Whereupon, at 5:09 p.m the above

entitled matter concl uded.)
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