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PROCEEDI NGS

EDWARD BAI LEY: We are going to try sonething new and
we will see howit goes. It is sort of a thing that the
conference used a couple of years ago. When they suggested it
| thought is was the nost ridicul ous damm thing that | had ever
heard. | was sinply amazed at how well it went off wth
everybody getting up and saying two, or three m nutes, or
what ever. They went through every state in the conference. |
t hought that went off so well that we are going to try to do
that with the different working groups.

So, to start off what | have alluded to, | am going
to read off the name of the working group and, if there is
sonebody here from that working group, just stand up and tell
us how you are going to neet this year or in what decade. W
just want a little summary of what is going on.

| want to apol ogi ze to NRC, because | amnot going to
read all of the NRC people's names. We would be here al
afternoon just doing that. These will be put out. Your nane
will be promnently displayed. The main reason that | am not
going to do it is that | can't pronounce sonme of them

So, the first one is Control of Solid Materials. If

there is someone here from NRC who would |ike to, stand up and
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give a few mnutes on it.

CHI P CAMERON: Control of Solid Materials Wrking
G oup. Steve?

STEVE COLLINS: | am not from NRC

CH P CAMERON: Do you want a state person? |s there
any preference?

EDWARD BAILEY: | didn't see a state person.

CHI P CAMERON: Steve Collins?

STEVE COLLINS: Steve Collins, Illinois. | wll
address it, because -- | amnot on the working group, but | am
on the steering commttee that | ooks at everything that the
wor ki ng group does. That group did a whole |ot. Basically
t hey are going back and are going to have to redo a part of it
under contract, because of a conflict of interest on the part
of the contractor. To the best of ny know edge, there wasn't
anything technically wong found with the contractor's work,
but the conflict of interest problemis going to cause themto
have to redo that.

The work is continuing. The conm ssion has directed
the NRC staff to continue research, so that when the process
does get going again there will be additional research

avai l able. They are continuing this process for other
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materials, other than the four that were originally |ooked at.

EDWARD BAI LEY: Thank you. And, | apol ogize to you,
Steve, because | didn't put those two together. Steve Collins
is the state person on the Control of Solid Materials Steering
Group. The next one that | have is Seal ed Sources and Devi ces.
Actually we are -- the states are really well represented on
that. WIIl Wight fromArizona has retired --

KATHY ALLEN: Joe Kli nger.

EDWARD BAI LEY: Joe Klinger, Illinois; Clayton Brant,
New York; and Walter, North Carolina. Klinger is here and he
has not spoken nmuch, so --

CHI P CAMERON: Joe?

JOE KLI NGER: Thank you, Ed. Joe Klinger, state of
I1linois. | ama nmenber of this S. S. & D. group. | went to
one neeting. GDb Vincent went to the second neeting and that
is the neeting that really did nost of the work.

So, what is the scoop all about? A couple of years
ago, up in New Hanpshire, | gave a presentation. It was after
several states went through the | MFET process and there was a
| ess than pl easurable experience inthe S. S. & D. area. |
remenber North Carolina, Texas, Illinois -- several of us. It

was not pretty.
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So, what we did -- NRCtook it to heart and we put

together this working group. 1In April of 1999, we got together
and we deci ded what we wanted to work on. Sonme of the things
that we wanted to work on were the S. S. & D. reviewer
qualifications, the second S. S. & D. reviewer, the concurrent
review i ssue -- you know, was that a conplete review? And

vari ous changes to the managenent directive 5.6 in the area of
S. S. &D.'s.

In July of 1999, G b Vincent, fromny staff, went to
a neeting with sonmebody from North Carolina, the NRC staff, and
| think that Bill Wight was there as well. They went through
t he whol e process. They -- they spent two days and cane up
with recommendati ons. Apparently their reconmendations just
ki nd of |angui shed around a while. | talked to Don Cool about
this this norning. He said that it kind of went into a black
hole for a while and then he resurrected it.

So, they canme up with this report and it went to MVSS
managenent -- Don Cool, correct me if I am wong, but he wasn't
really confortable with some of the recommendations. Where we
t hought that it was too rigid before -- if there was one hit on
one S. S. &D. review it was unsatisfactory. And so, we wanted

to put sone flexibility init. So, Don had a problem He
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didn't agree with it.

So, what does he do with it? 1In the old NRC, before
the alliance, before -- you know, the old way of doing it, it
woul d have conme back to the group -- said | don't agree, fix
it. What he has done this tinme, he has gone to the OAS
Executive Comm ttee and said we have unresol ved issues. Wuld
you pl ease take a look at this? |In sixty days give us your
comments. That is where we are on that issue.

EDWARD BAI LEY: Okay. Any questions for Joe? Ckay.
Thank you. The next one that | have is Jurisdictions/Source
Material. And, Ken Weaver from Col orado is our person worKking
on that. Jake, you have something to report, right? You al
have been busy.

JAKE JACOBI: Just two things. One is that, | think
that it was |l ast week that, they had their first nmeeting. And,
it really is a majority of the organizations, maybe Paul can
hel p nme, but -- besides NRC there is DOE, EPA, OSHA, and just
about any other agency that m ght be involved in either worker
saf ety or environmental issues regarding source materi al

The issue is, | think that it was pretty well -- if
any of you didn't get the Rad Rap or are not on it, let nme know

and | will see that you get a copy. The issue is that there
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are certain levels of source material that are not regul ated

now, but they are a hazard. The question is who gets control,
who shoul d be controlling, and should we be controlling those
guantities of material bel ow .05 percent.

It really gets quite conplicated. If it is a worker
i ssue and no environnment, do you turn it over to OSHA? Should
the states be involved? To conplicate the issue just one step
forward, many nmany tinmes, it |ooks |like, when you are dealing
with the source materials down at the those |evels you have
Radium That is a bigger hazard and maybe we shoul d be
i nvol ved anyway. This is the issue that they are trying to
addr ess.

| know that Ken has been sending out a little
information and he asked nme to have you all please respond when
it tal ks about where we should go, and how we shoul d could go.
Qut of all these agencies there is only one state rep.

EDWARD BAI LEY: | can give those agencies. They are
EPA, OSHA, DOE, DOT, DO, and the U S. Arny Corps of Engi neers.
So, we nmay need to get sone nore people in that working group
in case they decide to vote on sonet hing.

CHI P CAMERON: Just one clarification, sonme of these

i ssues that are being tal ked about, Trish Holahan is going to
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be covering during her presentation. Maybe she will be a

resource to answer questions about it.

EDWARD BAI LEY: When we | ooked at this we said, okay
-- traditionally or historically NRC has gotten up and had one.
So, we deci ded, hey, we have sonme people that are working on
it. Let's let them have their few brief mnutes of fanme and
glory. We know that there is enough fame, blanme, and shanme to
go around. Okay. The next one is Malancropt's Lessons Learned
and Bill Kirk from Pennsylvania is, | guess probably the CRCPD
person on that. | don't renenber.

BILL KIRK: W shifted that off. | wasn't able to
take that, participate in that. S,o we shifted it off to Paul
Fesser. He is not here, so | don't know exactly what has
happened on that.

EDWARD BAI LEY: Okay. Maybe --

CHI P CAMERON:. Any --

EDWARD BAI LEY: -- Trish can in her presentation --
are you planning to mention it?

PATRI CIl A HOLAHAN: Actually I wasn't going to on that
one, but maybe Don - -

CH P CAMERON: Don, do you want to give us --

EDWARD BAI LEY: Maybe an over feel?
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DR. DON COOL: Five seconds on this. Cindy Peterson,

fromour region three office, is actually leading up this
particular effort. Most of you are probably aware that this
spring Mal ancropt's Maryl and Hei ghts Manufacturing Facility had
a rather serious extremty overexposure. One of the workers on
their production line actually picked up and held in his
fingers, for sone twenty plus seconds, a nineteen curie
Malitech generator tube, not inside the shield, the generator.

We did an AIT and are continuing the process of
i nspection and potential enforcenment activities with the
licensee. Part of this was also, as we | ooked at this, to go
back and ask oursel ves what pieces of the program were or were
not working. Did we have the right focus, in ternms of safety,
the way we were doing the inspections.?

There were al so sonme issues related to jurisdiction
because the Mal ancropt facility also has a nunber of
accelerators. One of several of the outcones of this was that
there were additional over exposures identified, some of which
were both non- ADA and ADA materials.

So, there is an effort ongoing now to see whet her we
had the right focus, if we were |ooking at the right things for

manuf acturing, and to try to help define some of these
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jurisdictional issues. This will go, this comng spring, into

a broader | ook at our whole inspection and |icensing program

whi ch | understand sone fol ks were al so being signed up for.
EDWARD BAI LEY: Just one nore exanple of if you are

an Agreenent State you | ook at the whole picture. | strongly

encourage NRC to becone an Agreenent State.

| nstead of trying to get these posted, | amjust
going to pass them around and |let you all |ook at them that
way everyone will get a chance to | ook at them

The Part 40 Rule Making Activity Working Goup. W
have Bill Sinclair fromUah. This is the one that is going to
take the big overview.

BILL SINCLAIR: | think that Chris is going to talk
about this. W actually haven't had a neeting yet, but there
is one schedul ed October 17th and 18th, | believe. So, we are
getting ready to start those discussions. As those discussions
proceed we will be getting a |lot of information out.

EDWARD BAI LEY: Great. The next on is Event
Reporting and we have two state people on it, Robert, and
sonebody help ne, Desaro. |In the south, we would nmake that
three to five syllables. Also we have Hel en WAtkins from

Texas. Anybody fromthe states have any further update on
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that? 1Is this going to be in one of the updates from NRC?

KATHY ALLEN: ED?

EDWARD BAI LEY: Oh, Linda MClane, from NRC Regi on
Four .

LI NDA MCCLANE: Thank you. | have sone informtion
that | received fromKevin Gaham He is the co-chair of the
wor ki ng group and Bob Dansero, fromthe New York Departnment of
Health is the other co-chair.

The wor king group has net three tinmes so far. Qur
charter was just approved on Septenber 6th. There was a del ay
in the approval of the charter, because there was sonme possible
| eakage between the National Materials Wrking Goup and the
Event Reporting Wrking Goup. So, there were sone delays to
the petition for our charter, but we did get it approved on
Sept enber 6t h.

The ot her nmenbership, as you nmentioned, is Helen
Wat kins. We have Kevin Shane, who is sitting next to ne.
Research and our incident response center is also in. | amthe
regi onal representative. Helen Watkins represents the CRCPD

We are | ooking at the Nuclear Material Events
Dat abase, the Agreenent State reporting requirenments, and

el ements of a generic issues program You probably have all
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received a questionnaire. W sent themout to all the states

and all four regions. W received twenty-one responses from
the states and all four regions sent their responses in. | am

not prepared to tal k about what we found fromthat yet, but we

wi Il be putting that information in the report.

We have five task. | won't go over themall. | am
sure that we will talk about it later. Our schedule is pretty
quick. We are going to have the final report that will be out
in March 2001. There is still a lot to | ook at.

| have four questions that | wanted to read, so that
you can think about them Things that | think you m ght be
able to help us on, if I can find them Some of these are sone
statistic areas that we were tal king about. Should NRC del ay
posting event reports on the web site? Should NRC have one
agency Y tracking systen? Should MNAD be avail able to the
public? Should we share event data with | AEA dat abase? Those
are just sonme of the issues that we are going to be | ooking at.
| know that sonme of the states have been interested and are
apposed.

EDWARD BAI LEY: That reminds ne. | told Kevin that |
woul d encourage the el even states to respond to the

guestionnaire. |If we go forward on this alliance, we are going



10

11

12

13

14

15

16

17

18

19

20

21

22

234
to have to pitch in. So, | encourage all of you that have not

returned the questionnaire to do so. Let's nmake it a hundred
percent. W got a hundred percent on the definition of
radi oactive material and | think that we should strive to have
a hundred percent of the states respond.

NRC has a little nore | everage over the regions than
t hey have over us. That is, they got all four regions to
respond, so we can all participate in this. Okay? And, if you
don't know if you responded -- sonmewhere | have a list of those
who have not responded. | will try to remenber to bring it
down tonorrow.

The next one, there are a series of them on new regs
Vol ume ten, Volume twelve. | think that | have a CP for vol une
fourteen, which is has Richard Penlight from Loui siana and
David Fogel from Texas. | don't think that either one of them
are here. So, we will wait to get an update from NRC, or if
sonmeone from NRC wants to tackle that.

CHI P CAMERON: Does anybody want to say anything
about that?

EDWARD BAI LEY: Okay. Volune fifteen, sixteen,
sevent een, and eighteen are all NRC people, as are nineteen and

twenty. And, there is a new reg conm ng out for XXX rated
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movies. This is going to be a quadruple X rated new reg. So,

| am not sure what the expected date is on that.
Generally Licensed Devices. There are two, two
peopl e, John Fenney from New Jersey and Carl Trunp from

Maryl and. Does anybody want to address that one?

Part 35 Medical. This has been around al nost as | ong
as the Agreement States, | think. David Walter -- actually he
was in Kindergarten when he was first -- so, David if you want

DAVI D WALTER: This is David Walter from Al abama. |
gave up counting how many neetings we have had. |t has been
over three years since we had our first neeting in August of
1997. We net last in 1999. Oficially there has been no
change since March

We took -- | want to give a little aside to you on
this. | know that a nunber of the states are waiting for this
rule to cone out and be finalized. W are all aware of the
fact that the affirmation vote has not yet cone. | am sure
t hat Donald has nore to talk about in his presentation about
that, but the SR6 conmttee for Part D did neet |ast week.

We have been through two comment periods. W were

goi ng through the peer review. | would like to |let you guys
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know that | am very proud that we got al nost two hundred, if

not nore, on this peer review. In three days, there's one
hundred and ei ghteen sections to this rule, our group got

t hrough all one hundred and ei ghteen sections and all the
comments. We were able to finish up getting answers for all of
t hat .

Now it is just a matter of conpilation and a couple
of additional things that needed to be added, not right now, in
the NRC rule. We let them know about it as well to see if they
wanted to include that. It had to do with cadavers that happen
to have radioactive materials still in them \Wat do you do as
a licensee, if a patient checks thensel ves out and they don't
meet the criteria for release yet? | am hoping that we will be
able to get things lined up, but I amnot going to do anything
nmore to our part until a final decision is made by the NRC

EDWARD BAI LEY: One comment. We have had several
patients incinerated with diagnostic quantities of radi oactive
mat eri als, some of which were hospitalized and sonme of which
weren't. L.A County has been involved in several surveys and
they will contam nate the crematorium and the second person to
be cremated after them and on and on.

Who is responsible for that person then? W have
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gotten into sone real interesting |legal battles, particularly

where hospitals have had people with diagnostic scans and then
die. This is particularly occurring in Galliumand so forth.
So, we have had them renpve organs, save those organs, and al
ki nds of things. It is a good problemto work wth.

PEARCE O KELLEY: Ed, can | make a comment?

EDWARD BAI LEY: Sure.

PEARCE O KELLEY: When | was at Oak Ridge, in a five
week course, one of the questions was: what do you do when
sonebody dies and they are contam nated? Well, the answer from
t he audi ence was bury them deeper. So, | just thought that I
woul d I et you all know that.

EDWARD BAI LEY: We have a rather large Jew sh nedica
center in California, Cedars-Sinai, and they have had one
patient die there. They were able to convince the famly to --
only one. Right. It is the hospital were novie stars go to
have babies and die. But anyway, they have raised very
interesting questions to us in regards to burial. |If you are
an Orthodox Jew, you nust be buried before sundown. |f you
don't think that gives us a little bit of a pucker, because
Cedars-Sinai is a pretty big hospital. One of these days, we

are going to have to face that issue. Okay. | have taken nore
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time than | shoul d.

The next one is Part 35 Medical Steering Group. Tom
and Bill have been on that steering group for a while.

TOM H LL: | have nothing to add to what David said a
m nute ago in the working group.

EDWARD BAI LEY: Then there is the Part 35 Gui dance
Docunment with Robert from Ohio. Okay. 10CFR 30.20 Proposed.
David King, South Carolina? | amsorry. | amgoing to screw
up your nane, Sulifu Dakubu, Massachusetts, W1 Iiam Hutchi nson,
Chi o, and additional nenbership to be determ ned. | presune
since it is proposed that they haven't had a neeting yet.

| ntegrated Material s/ MPET Lessons Learned, a proposed
group, Terry Fessy, Washington, Bill Sole, Texas, and
addi ti onal nmenbership to be determned. | don't think that
t hey have net yet.

And, the ASNT Radi ography Certification Process, Dan

Endal , Texas, Charles Guzman, Illinois, George Gles, |owa.
Does anyone -- Generic Event Assessnment Proposed?
There will be an Agreenent State representative to be nanmed and

a CRCPD person to be naned.
Ri sk Assessnent and Managenent Proposed. Agreenent

State rep to be determ ned. National Materials Steering G oup
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Bob Hallisie and | inherited that job. Then the Nati onal

Materials Program | think that you have heard fromthem today.
So, | don't think we have to go into that again. That wll
concl ude the working groups. Yes, Steve?

STEVE COLLINS: Steve Collins, Illinois. | have
worked with Skip Guzman and Jan Endal a little bit on the ASNT
Certification of Radiographers. Where that stands right nowis
a request for information has been sent to ASNT, saying that we
need this following informati on before we can finish eval uating
ASNT' s request for recognition of their x-ray only exam and
t heir conbi nati on exam under 1034 appendi x -- ah, the three
appendi that apply. They have al ready been recogni zed and have
reciprocity with all of the other certifying entities, but for
x-ray NRC has no authority.

So, for the conbination test, basically they haven't
done the cyclonetric stuff or they haven't submtted that
information yet. You have got to give a certain nunber of
tests and have enough people to answer each question before you
have the data to submt it. The problemis that they haven't
submtted the data yet. | am not sure that they have enough to
submt for that evaluation to be done by this commttee.

Therefore, there is no basis on which the other
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certifying entities can grant reciprocity. So, they have been

gi ving those exans and the other certifying entities are
getting to the point where people have took the ASNT x-ray exam
and they are going to be saying that is too bad. You are going
to go and take the Texas test from us, because we won't grant
reciprocity on that other one, because there is no basis to
grant reciprocity yet. That is the issue that is holding it

up.

Anot her thing that we just identified that all of you
need to look at is your regulations. Once they submt this
information, the G 34 group will got through that eval uation
process and probably provide a conparable |level. Wen they do
t hat some of you in your regulations, or maybe all of you, may
have sonething that says you will recogni ze anyone who gives
the test through the conference, other words the text test, or
you wi Il recognize anyone who has been approved by NRC. Your
regul ations currently woul d exclude ASNT, even though the G 34
had approved them

EDWARD BAI LEY: And your point is?

STEVE COLLINS: M point is, Illinois and Jan Enda
are already working on sone nodel |anguage to try to solve this

for you. Once this letter comes out or maybe before hand, we
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can give you sonme nodel rules regulations that will fix your

rules. So, that your rules will match and grant ASNT what they
really need once they have approval.

EDWARD BAI LEY: Thank you very much, Steve. And, |
want to thank all of you and rem nd you that at this break we
wi Il have the poster on licensing states up. | encourage al
of you to go be and take a | ook at it.

CH P CAMERON: Do you want Bob to --

EDWARD BAI LEY: Sure. Let Bob --

CHI P CAMERON: Ckay. This is Bob Gallagher.

BOB GALLAGHER: What | have brought with ne today is
just the activities of the G20 or the |licensing state
desi gnation for the conference. It is a presentation that was
presented down in Tanpa. It was brought here in the hopes that
of the thirty- one states that are here at the neeting, only
fourteen are currently licensing states and we have one revi ew
state. It is an effort to market the licensing state concept
to this group.

CHI P CAMERON: Ckay. Thanks, Bob. At 3:15 be back
fromthe break.

(Recess.)

CHI P CAMERON: Qur next session is going to be on
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Medi cal Rules. There are three different subjects here. One

is going to be covered by Don Cool. The next one is going to
be with Kathy Allen. She is going to put a chart up on
| ntervascul ar Graphic Therapy. There are going to be sone
gquestions for you. Then we are going to have Ruth MBirnie do
t he PET di scussi on.

At any rate, let's go to Don. | think that we al

know that he is the Division Director of the Division of

| ndustrial and Medical Nuclear Safety at NRC. | will turn it
over to himand then we will have questi ons.
DONALD COOL: | am hoping that all of you can hear.

Let's go ahead to the first slide that nmeans anythi ng here.
Today, | am going to speak briefly to you on a hodge podge of
different things related to nmedical type activities. W wll
touch briefly on what is going on with Part 35, although David
really told you nost of it already. We will talk alittle
about sone of the activities that are related to inplenentation
that we are starting to think about and | ook forward to. In
anticipation that Aubrey was going to bring it up, we will talk
alittle bit about 45CFR Part 61 and the whol e question of what
you have got to report and where you have to report it.

Let's go on to sone of the key issues, just to ren nd
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you very briefly. In Part 35 there were a nunber of issues

that seened to float up to the top and there were vari ous
di scussi ons back and forth. Notifications and reporting, given
the time that we have today, | amnot going to try to go into
the details of how the conm ssion canme out on that. The staff
provided to the conm ssion in February, seemngly a long, |ong
time ago -- it was actually -- he gave it to themin about
August of |ast year. |In February of this year, the conm ssion
said, okay. W are confortable with the rule text that you
have put together. Please cone together and provide the whole
conpl ete package that has to go along with the adm nistrative
procedure act rul e making.

The staff sensitivity comm ssion at the end of May,
00118, which was the entire package, | think that at | east
momentarily the record for the size. It was literally al ong
the lines of this thick. It included all the statenents of
consi deration, some six hundred plus pages. The rule text
itself, when you print it out in that double space, the way you
are suppose to send it for the federal register, that is a
hundred pl us pages.

The regul atory analysis plus the volunme of the draft

final new reg support of inplenentation guides, all of that



10

11

12

13

14

15

16

17

18

19

20

21

22

244
went off to the conmm ssion. The conm ssioners spent a great

deal of time exam ning that. They have all submtted their
initial verdict to the office of the secretary. Everybody was
happily runni ng around getting ready for an acclamation
session, which is one where the comm ssioners get together in
public neeting. They canceled that on the norning of the
meeting. There are a couple of small issues that they are
trying to resol ve.

They do not go to the basic text or any of the
fundament al issues that have been devel oping all along. But
rather there are sonme questions related to the enbryo/fetus.
There were sonme questions between the comm ssioners thensel ves.
Those for various reasons, not the | east of which have been
travel issues, have not been resolved. So, we are waiting.

The staff is waiting, just as everybody else is waiting with
all sorts of eagerness, in hopes that soneday this wll
actually cone out.

Now, when the conm ssion votes, that doesn't mean
that it is going to show up in the Federal Register the
foll owing week. VWhat it neans is that the staff will actually
get to prepare the package and send it down to the office of

managenent and budget for the review of the record keeping and
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reformng part of it. Assume that they are going to take their

full ninety days before they will approve the record keeping.
They did not review the proposed rule. The NRC can not legally
publish the regulation until it has been approved by OMB. So,
even assum ng that we have an affirmation vote within the next
coupl e of weeks, | would not expect a rule to actually be
published in the Federal Register until sonetinme early next
year, sinply because of logistic steps that are necessary and
of course the steps to actually have it becone affective and do
the inmplenentation.

The other piece that | have got, we have been going
al ong and nmoving with a nedical policy statenent that also
would go to the comm ssion at the sane tinme. The comm ssion in
fact approved that. That has now been published in the Federa
Regi ster.

Now, I will nove on to the inplenentation issue.
This is sort of, where are we going fromhere. First thing
that | want to look at is a pilot programthat we have just
started within the inspection arena intended to focus upon
safety, being nore risk inforned, perfornmance based. Yes,
certainly we are interested in conpliance with the

requirenents.
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But, we are trying to develop a new nore focus

approach where we go in and we | ook at sone performance
factors. How have they been doing in executing their program
and basically doing what a |ot of the nore experienced

i nspectors do. You walk in. You walk around for a few

m nutes. You talk to people. You have sone basic data. W
all have experienced inspectors, who know within the first half
an hour if there will be significant issues and where to start
poki ng.

Let's nove to the next slide. The m ssion of
tenmporary instruction to our region. That tenporary
instruction gives themthe special process to go ahead and | ook
at their performance. And then dig deeply into particular
areas that appear to have problenms and not dig so deeply into
area where performance has been good and there is no indication
of difficulty. W are using this as a nmethod to see if we can
focus our inspections. W intend to run it for about a year
and evaluate the results. Also, to build those results and
experiences into the inspections that will be done as Part 35.

And, as we start to build it next year, and I
mentioned it a few nonments ago, we are working with the working

group a reconsideration of our whole fundanmental inspection
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program Are we | ooking at the right things? Are we asking

the right questions? Are we |ooking at the things that pose a
ri sk?

We are noving along to inplenmentation activities
related to the rule itself. The agency, of course, has a | ot
of things that it is going to have to do in terns of doing nore
with the activities and training for our inspectors and
reviewers. We need to continue to work closely with you, with
Dave Walter's group, to continue to nove forward. There is an
effort which is already underway to start the process for the
recognition of the specialty boards, so that when it cones tine
with an affective date, we will not have a disconnection from
the training. | have already sent out a nunber for an
invitation for those medical sessions that already recognized,
asking themif they wish to be recognized and to get basic
information, so that we can post those on our web site.

We are | ooking at devel opi ng communi cati on pl ans,
goi ng out and talking with our |icensees. The agency is going
to be Agent Charlie and responding to questions that w |
i nevitably conme up as you go through your rule and people get
into it. The nore people that conme | ooking, what am | actually

going to do when the nore detail ed questions start to arise



10

11

12

13

14

15

16

17

18

19

20

21

22

248
about our technical assistance process. You will have revise a

section manual chapter, activity.

We are going to need to be | ooking at some of our
Seal ed Source and Device Certificates. One of the things that
we did with the regul ati ons was nove to nui sance as around on
the S. S. & D. registry sheet, rather than being constrained

wi th sonmething that m ght have happened to have affected your

i cense position for other license. It should be nuch nore
flexible. |If you go |look at the records inthe S. S. & D. you
will find everything fromall uses to under -- then you find

five lines of very specific tiny tiny fine print.

There are a number of those sorts of activities where
we are working with the manufactures and distributer in order
for a research sheet. This is one of the things that we wll
get into working with those of you that have S. S. & D.
prograns in your state, to make sure that we can all rely on
t hat basis of information, as a basis for how people are
| earning to use the devices.

Update things in the Technical Training Center that
are used for -- and correspondi ng changes in Nuclear Materi al
Event s Dat abase, because it will no | onger be in the

adm ni strati on. It will be in sonme other, there will be
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changes in categorization, so that they can do proper research.

Al right. Let's get back to Aubrey's issue, real
qui ck here. | know | am zi pping through things real quickly.
45CFR Part 61, otherw se known as the Healthcare Integrity &
Protection Databank. That is a mouthful. | dare you to say it
three tinmes quickly. The rule actually becanme effective
Cct ober 26th of 1999. | think that, Aubrey, you Governor
office made an inquiry as to the actual effective date.

What it basically says is that there is reporting
that is required fromfederal agencies. State agencies are
responsi ble for licensing and recertification, and the delivery
of medi cal care. Ah, now, exactly what does that nmean? | think
that is an extrenely good question, which we do not yet have a
very good answer for.

So, right now, we are in the process of exam ning
what our role will be. It has becone clear to us, and the
letter which I think was sent out to the states, the
determ nation by our general counsel's office, that we, in
fact, were under an obligation under that regulation to report.
What isn't yet defined is exactly what we will report.

The regul ation says that enforceable actions have to

include civil judgenents, crimnal investigations, actions
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taken by the agency. That is pretty broad. It doesn't give

you a real good idea of what to do. So, one of ny staff went
to the web site. There is all sorts of stuff on their web
site. | can give you that web site address, if anyone wants
it. There are also sone exanples. After you read the pages of
exanples, let me assure you that you will come away al nost as
confused as when you first hit the web site. None of them have
any clear connections to how radioactive materials are used and
regul ated in the practice of nmedicine.

There are a nunber of parallels and that is what we
are trying to start draw ng upon now. The things that we are
| ooking at, and this is strictly a staff consideration at the
moment. We haven't vented it through any local veto until we
get confortable ourselves -- things |ike our confirmatory
action letters, then we take the licensees in order to insure
that actions are taken which are necessary to protect safety.
Certainly orders are confirmatory orders, | will probably be
part of it.

Enf orcenment actions -- probably NRC s severity |evel
three, maybe three is with several pounds. W don't want to
get into the node of tossing a report for every severity |evel

four non-sighted violation, four and five m ght be ones that
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you | eave with inspector observations. Then things that we

|l ook at will be related to application/anmendnent denials. The
big issue then is an order related to non- paynent of fee. W
are having to put in a report for that.

Furthernmore, it is not just necessarily the physician
or the hospital -- and there are sone wonderful questions about
whet her you are reporting as an individual or a supplier -- but
t hi nk about the entire chain of sequences which gets the
radi oactive material fromwhere it was produced into the
i ndi vidual. Manufacturers, radi o pharnmacies, the hospital
radi o pharmaci es, and a nunber of others, all are covered by
this act and would be required reporting. So, if you took
action against a radi o pharmacy, independent radi o pharnmacy,

t hat woul d al so, as best as we can determ ne right now, require
reporting of information into the database.

As Aubrey told you during the business neeting, there
are a nunber of decisions that you have to go through. Who is
going to report? Who is going to have perm ssion to extract
the information? As well as the things |like, what are you
going to report? That is part of the process that we are going
t hrough at the present tine. There are several questions that

still need to be resol ved.
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Chip, | probably used just about ny ten m nutes.

That very briefly covers the things that I wanted to touch on.
| would be glad to answer questions.

CHIP CAMERON: Geat. Let's go to Ed and then we
wll go to Pearce. Ed?

EDWARD BAI LEY: Don, | am sure that in your
i nvestigation of this you have made contact with the agency and
di scussed with them what they need?

DON COOL: Several tinmes already.

EDWARD BAI LEY: And that doesn't help any?

DON COOL: Hasn't yet. That doesn't nean that it
won't. We haven't actually gone down and gone face to face.
My staff people have been talking to the people who are really
responsible for it. This was done by the HHSIG  So, they have
a certain lense that they are | ooking through, which doesn't
necessarily lend itself very well to answering the kind of
questions that we have to ask ourselves. | think that there is
going to be great benefit, I amnot sure whether through Rad
Rap or otherwi se, continuing to try and conme to sone conmon
under st andi ng of what the concept needs to be for things that
are reported.

CHI P CAMERON: Let's go to Pearce and then to John
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Pear ce?

Pearce O Kelley: Don, is there any penalty for
failure to report? And, is this going to be guidance given to
us now from NRC on how to conply with this? And, what is the
| evel of conpatibility?

DON COOL: That is three questions. Let ne see if |
can get themin order. |Is there a penalty? There is. It
ranges sonmewhere between a slap on the wist to having yourself
posted on the web site for failing to conply. [If you are a
non- gover nment al organi zation there are in fact sone fines and
ot her things associated with that.

s it something where the NRC is going to put out
gui dance? Right now, | am not |ooking at something where we
woul d put out guidance. Although |I think that it would be very
i nportant for us to have some comon understandi ng. And, given
that it is an HHS witing, as far as I know, there is no NRC
conpatibility designation. You are all on your own.

But | also note that you are probably not the only
ones in your state who have to deal with this, depending on
where you are in your organi zation. The board that is handling
i censing actions for physicians, the health departnent, and

maybe the others, are also going to have to be playing this
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gane.

CHI P CAMERON: Great. Just to underline that, the
states have flexibility to interpret this whatever way --

DON COOL: Absolutely.

CHI P CAMERON: All right.

DON COOL: Absolutely. There is nothing that
mandates that NRC has to be the sanme as the states or that the
states have to be the sane as each other. You may have your
heal th departnent or soneone already fairly well along. You
may want to piggy back on where ever you find it or you nay
want to go back and ask themif they ever realized that it was
t here.

CHI P CAMERON: AlIl right. Let's go to John and then
we will go over to Bill and Aubrey. John?

JOHN ERI KSON:  Websi te.

DON COOL: Website. www. npdb-hi pdb. com

CHI P CAMERON: Ckay. Bill and then Aubrey. Bill?

BILL DUNDULIS: Rhode Island. 1Is there any explicit
or inmplicit obligation that in addition to informng this
nati onal database, is there an explicit or inplicit duty to
al so notify whatever the state entity is that is responsible

for licensing and disciplining physicians?
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DON COOL: This regulation, | don't believe, has that

sort of information transfer to another organization. It is in
essence saying that, if you are an organization that is doing
i censing and inspections this is a resource that you can go to
and check as you take action to determ ne whether or not the
organi zational individuals have had any reported to it.

To also note, to kind of correlate an answer to that,
the reports that you send in, a copy of that or at | east
notification, is provided to the individual or organization,
who is reported. | think that there is some provision to
determine if there is certain pieces of factual accuracy or
not. So, you are also not under obligation to send it to
whoever the action was taken on. It is sinply: you enter the
data, via the Internet, to the database. Watever you put in
is what is in. That is it. Wen you enter it in, whatever key
strokes are put in, whatever little summary they put in, that
is what is going to be in the database.

CHI P CAMERON: Aubrey and then Bob. | guess this is
one way to keep the attention off the Part 35.

AUBREY GODW N: It is real easy to get into the
busi ness. You go to the website and they have all the forns

right there on the website. You can print up in living color,
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if you so desire. You conplete themand send themin. It

costs you nothing to register to be an inputer. You have to
meet certain |legal qualifications.

Once you on there, as a part of the package, they
al so ask for your credit card or other funds transfer
mechani sm so that you can request data, if you are authorized
to request data. |If you are checking to see whether people are
qualified to be licensed by your.

Apparently they are getting nore serious. Apparently
soneone showed up in our state and did a briefing for all the
i censing agencies, that is how |l got involved. They said that
after a certain date they are going to start putting their
names in the voter register and notifying the governor that
this organi zation is not complying. |[If you want your name in
front of the governor in that context have at it.

CHI P CAMERON: Thanks, Aubrey. Bob?

BOB WALKER: Yeah. [If you happen to |license
radi ol ogy techs in your program and have had fi xed cl auses --
you m ght want to think tw ce.

CH P CAMERON: Let's go to Pearce.

PEARCE O KELLEY: Don is there a tinme |imt on when

the data has to be entered? Is it after the resolution? Do
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you have an opportunity to change the data that you put in

t here?

DON COOL: It is in the regs, but right off the top
of my head I don't renenber. There is certain prelimnary
actions that | do believe have to be entered as well as final
action. | believe there is a prevision for updating, although
| am not conpletely sure how t hat nechani sm works.

CHI P CAMERON: Very good. Does anybody out here in
t he audi ence have any comment on the HHS dat abank or even Part
35 questions for Don before we go? Ed?

EDWARD BAI LEY: M ne goes back to Part 35. W have
been approached by the nedical community to consider sonething
next to self-inspection, but it is really not self-inspection.
There are professional practice prograns and one to the
suggestions that have been nade to us is to get one of these
medi cal institutions that participates in one of these
voluntary prograns and successfully conpletely that program --
woul d the state consider extending the inspection interval on
those facilities.

We are tal king about, discussing, | guess that is the
same thing, extending our three year inspection to five years

with all facilities that are participating in those, if they
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passed it. Then, if we got notice that they had failed it, we

woul d i mredi ately inspect it. And, it will include sone review
of these practice audits and what they really ook at. W are
discussing it. | amnot saying that we are headed that way.

At least it is sonething new and different. |In the judgenent

of some in the nmedical community, those audits are nmuch better
at getting to, not only patient safety, but the quality of care
for the patients.

CHI P CAMERON: As a source of information for the
group, Don, during the public neetings on the devel opment of
Part 35 the medical community put forward a proposal such as
that and that they were going to try to develop an initiative
on this to present to the NRC or the states. | was wonderi ng
if you have seen anything on that?

DON COOL: What transpired during the Part 35
devel opnent was, nediation was in fact brought up, | believe by
t he American Col | ege of Radiol ogy representative. W sort of,
as in the past, we passed on it, it wasn't sonething that was
in the regulations that had to do with the program and they
agreed with that. Wat Ed has laid out here is a variation.

What they had initially tossed on us was if they had

this practice audits, why don't you just not inspect us as |ong



10

11

12

13

14

15

16

17

18

19

20

21

22

259
as we continue to pass it. There was a lot of discussion and

wri ngi ng of hands. There was sone sort of back and forth about
the legal inplications about information availability and so

on. There were a nunber of questions that were put on the

table. At this point, | don't believe that they have cone back
to us with a nore specific proposal. | have heard the issue
bef ore.

This is another place where sonething is nerging,
where we have an opportunity. Ed happens to have gotten the
first balloon, sort of the first balloon tossed out there. W
all should think about it. |[If they get one, they will cone
| ooking for the rest of us real quick.

EDWARD BAI LEY : Their initial proposal to us was
exactly the same and, one benefit of the benevolent dictator, |
can just say no. W won't do that, but we m ght consider
sonething else. So, we canme to this thing of sinmply extending
the interval. W will see. W are going to talk about it.

The initial reaction fromny staff was we can't do that. So, we
are trying to get themto | oosen up and not be quite so tight.

CHI P CAMERON: Thank you. Thank you, Don. | think
that we are ready to go on to the next one. Kathy Allen is

going join us now to ask us sone questions about 1 VB.
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KATHY ALLEN: When we went out to set this up we

asked what kind of things did people want to hear about and one
of the big things was this IVB thing. W tried to figure out
who could come up here and tal k about this and wahoo.

We started | ooking at the people who actually want to
use this. Every cardiologist has a different approach, a
different desire, a different need. W couldn't find one that
was willing to represent these all. So, | amgoing to make you
guys do it, actually.

| went to the Health Society Meeting that Ed
mentioned earlier. There was a session on nedical uses of
specifically I'VB. They started tal king about all these
different uses. They have got activated stents, coated stents,
| R-192, Sr-90, P-32 solid, P-32 as a |liquid, which they want to
stick in a balloon, and all kinds of other things. | nean they
are serious about this kind of stuff.

So, rather than nme telling you guys what is going on,
| think that you guys are really the nore expert or you have
menbers of your staff that are nmuch nore involved in this. So,
yeah, | kind of slipped on ny working group hat again. So, |
woul d just like to know who is already working on this. W are

going to put this on the chart. Then | am going to send that
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on through Rad Rap or whatever you want. Who is already

working on this? | know that there are lots of states involved
in | ooking at these things and al so approving the seal ed
sources and substitutes.

Ckay. Let's see a show of hands for Activated/ Coated
stents. California, Rhode |Island, Massachusetts. Any one el se
involved in Activated/ Coated states?

BILL DUNDULIS: Kathy, a clarification on Rhode
| sland. We have had one |licensee approach us for early phase
| VB non- human use on an incorporating P-32, you know, into --
as a stent. It is very early. In fact, we are still
negotiating with themon the licenses. It is probably at |east
several years away from human tri al

KATHY ALLEN. COkay. Let's skip down to |IR-192.
California, Louisiana, Texas, CGeorgia, Rhode Island, Arizona,
Arkansas, Florida, Massachusetts, Maryl and, Okl ahoma. Anybody
else? Do | have you all right now? OCkay. | will go to the
next category. Sr-90? Texas, California, New York, Arizona,
CGeorgia, Illinois, Arkansas, Florida, Massachusetts. Okay. Are
there any others? P-32? Maryland, Okl ahoma, Florida, New
York, Texas, Illinois.

CHI P CAMERON: A question from Rhode Island?



