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P-ROCEEDI-NGS
(8:39 a.m)

CHAI RMAN SI EGEL: We are back on the record and
ready to resunme the norning session.

Qur business is to continue working our way
t hrough the questions about the NIS/IOMreport and then, when
we get around it, to talk about the issues with internal
contam nati on events and security of radioactive material a
little bit later in the day.

VWhere we | eft off yesterday, and | am unaware,
before we go, of any requests for public statements this
nmorning, so we will just charge into our own business.

Where we left off yesterday was essentially a
conclusion that this commttee was unconfortable with D as
articulated by the committee and felt that a slightly stronger
version of D or bordering on E was cl oser to where we would
have put ourselves, thereby indicating that we believe that
sone federal authority was appropriate and that sone
centralization of policy making was appropriate and sone need
to insure that the states would not go off in a |aissez faire
way, needed to be built into the regulatory system | est there
be fifty different versions of Part 20 and sone states that
regul ated medi cal safety issues and others that didn't touch

t hem what soever.
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So, that approach, though a little bit different
fromthe NI'S approach, still holds to the basic principle of
wanting uni formregulation of all sources of ionizing
radi ati on and al so believing that regul atory oversight should
rest with an agency whose primary focus is health rather than
radi ati on, per se.

Ckay. So that is where we were.

Pr of essor Wagner ?

MEMBER WAGNER:  1'd like to comment and add one
t hi ng.

| think we also reviewed the idea that the entire
rul e-maki ng and regul atory process needs to be exam ned.

CHAl RMAN SI EGEL: Correct.

MEMBER WAGNER: To find the fault with what we
did in the past in order to devise a new regulatory system
that would be nore effective int he future.

CHAI RMAN SIEGEL: Right. | forgot to include
that we recomended that basically Part 35 would be rebuilt or
what ever its replacenent set of regul ations woul d be.

MR. CAMPER: Question. Lou, do you have any
| deas about how such a review should be conducted?

MEMBER WAGNER: No. | was hoping for that from
the IOM like | said. But |I think at this tinme it is the tine

to start thinking about how that should be done.
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My first step would be to I ook at how we did
things in the past, why do we cone to the conclusions and the
regul ati ons that we have? Wy do we have the enforcenent
agency we have? Wy do we feel that the enforcenment has too
much authority and is a little bit out of control? Wy is
this and what got us to this point and how do we avoid this in
the future?

| think that is what needs to be investigated and
| ooked at .

CHAI RVAN SI EGEL: So, do we want to continue
wor ki ng through Part 35 or would you rather have us just
charge into question 2?

DR. HOLAHAN: Well, actually then I think we got
into the 1OM  Perhaps if we focus ont he OMreport and get
into nunber 2 and them nove into --

CHAI RMAN SI EGEL: Okay. That's fi ne.

We want to talk briefly about the rationale used
in M. Adler's dissenting opinion and our thoughts on whet her
he is no standard deviations fromthe nmean or three standard
devi ations fromthe nean.

Anyone wi sh to begin.

MEMBER STITT: | reviewed this again yesterday
and you were tal king about the mnority report, right?

CHAlI RMAN SI EGEL: Correct.
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MEMBER STITT: And | remarked upon the simlarity

bet ween what we had di scussed at the end of the day yesterday
and sone of the points that he made.

In the very | ast paragraph, his concern, "I
object to the uniformty envisioned in the report, to wit, a
repeal of all federal authority over its nmedical uses.™

He then goes on to say, "I favor re-exam nation
of risks and appropriate restructuring of regul atory
approaches,” which is sort of amusing because that is the part
we di scussed yesterday.

| think we have actually nore in common with that
segnent of the report than with the body of the report.

CHAI RMAN SI EGEL: Yeah, | think that we are
somewhere in between the two extrenmes. He makes the point
that he is unconfortable with just assum ng that the states
will take it up and we made this sanme point.

He made the point that tearing down the
operating, established federal authority and just starting
fromscratch with the states didn't nmake sense and we made,
essentially, the sanme point. W thought there still needed to
be some central authority.

He made the point that the principles of the
Qual ity Managenment Rule weren't what's wong, it was the way
that the Quality Managenent Rule was inplenented and enforced

and we conpl ete agreed.
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So, | think in the final analysis we are not in
wild disagreement with M. Adler's dissenting opinion, but
neither are we in wild disagreenent with the majority N S
report. We are sonewhere in between

He makes valid points and we don't think his
argunments should be just thrown out with the bat hwater.

MEMBER FLYNN: Al so, he has a footnote on page
264 and | amsure it is hard to go through this and read every
single footnote carefully. But his footnote, nunber 15 on
page 264 refers back to one of the strong argunments made for
alternative D which is that -- and this seemed to be
enphasi zed several tines.

That, "The NRC and its Agreenent States woul d
continue to regulate the manufacture of byproduct materi al.
The manufacturers would not be able to distribute radioactive
byproduct material to users unless they were |icensed by the
st at es.

Consequently, this requirenment provides an
i nducenent to the states to expand and revise their existing
control programs to include the byproducts.™

He brings up a good point that -- if you | ook at
that footnote, | can find that section.

"The proposal establishes no criteria for the NRC
to apply in order to determ ne whether a state's regulatory

program neets sone type of standard.”
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How woul d the NRC deci de whet her the states

sinply have appropriately included byproducts in their prograrm
or not? Who is actually overlooking this process? There is
no one.

| think a ot of confidence is put in the states
and | think that the thing that is mssing is that | don't see
any conprehensive analysis of current state prograns.

| see people who have asked for states to supply
docunents and many states have not supplied any docunents and
you assune that these docunents exist. But maybe they don't

exist. O maybe they exist and they can't find them

CHAl RMAN SI EGEL: | suspect the latter, maybe.
MEMBER FLYNN: | don't think that sone states
really look into these, sonme very small states really -- it

may be a laissez faire sort of program whereby if a major
program occurs, then call us, but we have no really active
program

| am suspecting that that could be the case in
sone states. |'mtalking about sonme of the smaller states.
Do you have any other information to suggest otherw se?

CHAI RMAN SI EGEL: No, | don't have ot her
i nformation, but by the same token one could take a counter
argunment approach of where are the bodies?

So, if you have a state where the practitioners

are largely self-regulated and there is a very open approach
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and the state does little nmore than say register -- and there

are sone states that don'

t do nuch nore than that. Then it

means that the practitioners are functioning essentially in a

self-regul ated nmode with,
authority cone in if a di
In the proces

gotten into -- and we tal

potentially, the state having the
saster occurs.
s -- one of the things that we have

ked about it yesterday, is our desire

to have federal authority because we want uniformty and we

want to nake sure that the states have sonme | evel of

i nvol venent .

But | think we should not get into the trap of

starting to overenphasize the risks of what we are talking

about here.

We all agree that high dose brachytherapy done

i nconpetently has the pot

ential to be dangerous, not only to

patients but to nmenbers of the general public.

On the ot her

on record as saying that

hand, | think this commttee is |ong

di agnosti ¢ nucl ear nmedicine has to

really get bad to start hurting patients or nmenbers of the

general public.
Even when you

| ook at the things that t

| ook at the abuses, even when you

he NRC has found to be so egregious

i ke technol ogi st that, on their own accord, decide to double

the adm ni stered doses of

makes the day go faster.

radi opharmaceuti cal s because that
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| f you actually try to say, based on the
scientific evidence what harm has been done to those patients,
you are very hard pressed to find scientific evidence that
t hose individuals have been harned.

Do we think it is the right way to practice
medicine? No. But is it an imm nent danger to the public
health and safety? It is neither that either.

So, | would say we need to be a little bit
careful that we don't find ourselves all of a sudden saying
that what we do for a living in incredibly dangerous, because
it is not nore dangerous than the rest of nmedicine but with a
few exceptions at the extrenme end of what is involved with

radi ati on nedi ci ne.

Jeff?
MEMBER W LLI AMSON:  Well, | guess just to foll ow
up on that. In reading appendix L, | think he somewhat

exaggerates the risks and exaggerates the inportance of the
exi sting regulatory systemin pronoting quality.

| think the fact that there aren't noticeable
numbers of bodies, as you put it, floating around in the 90
per cent of radiation nedicine that is not regul ated
federally, indicates that |argely what maintains quality and
hol ds the radiation enterprise together is its sort of
internal quality assurance and practices and practice

patterns.
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| find that he is really arguing in this that
federal regulation is an essential tool. 1 think that
al t hough he points out the need for restructuring regul ations,
I think that he imgines sonething very simlar to the current
systemis what is needed.

MEMBER FLYNN: O he inmagines that there may be
sone ¢greater degree of uniformty that we should strive for
that we shouldn't have one state that has one set of
regul ati ons and another state in Texas or Illinois have a ten
fold or hundred fold increase in the requirenents.

And | don't think you need to see bodies. |
think the problemis that the trend | ooked at general
princi ples and sone of the ones that you spoke about yesterday
in terms of ALARA principles.

Well, if people are getting higher doses than
they need to, they may not have any scientific evidence of
harm but | don't think it is a good thing to do. And |I don't
think we should pronote states to have ten and a hundred fold
variations in their prograns.

And you don't see bodies if you don't follow
ALARA pri nci pl es.

CHAl RMAN SI EGEL: Correct. Lou? Larry, go

ahead.
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MR. CAMPER: | want to make an observati on about
your comments. It really gets back to Lou's concern that |
have heard him say several tinmes now.

Why are things the way that they are?

Your point, and | think it is a valid point, is
you are talking in terms of risk. MWhat is the risk here and
what are the consequences of sone of these events?

| believe, based on ny own experience, if we
devel oped regul ati ons and enforcenment prograns that were
purely based on risk only, we would have a totally different
regul at ory posture.

| think this agency would; | think a | ot of other
agencies would as well.

Part of the thing that causes the problemthat
you have raised several tines, Lou, is that there are nmany
expectations of regulators by different segnents of the
popul ation. The practitioners have a view and risk is
sonet hing that you are famliar with very nmuch in your day-to-
day way of doing business and therefore you forma set of
expectations of how regul ators shoul d behave and treat you as
practitioners.

The public has a different set of expectations.
Some segnents of the popul ati on have yet an even nore extrenme

set of expectations. Congress has a set of expectations.
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And there is no question that certainly this
agency has reacted to even singular event which have in turn
been put in place a rigid and vigorous regul atory approach.

And what happens is, over the years, if you react
to singular events, at sone point when you pause and | ook at
t he aggregate you find what arguably some people would cal
even a draconi an approach.

But you get there because of all these different
expectations of the system

So, just an observation froma regulator's
standpoint. And of course bodies is not the | evel at which
regul ators woul d be expected to react. The threshold for
reacti on should be much, nmuch | ower than that.

Now, some people that m s-admnistrations is far
too | ow and | understand why they do. But it is not harm and
It is not bodies either.

One other point on Dr. Flynn's comrent here on
this footnote nunmber 15. The |ast sentence of that footnote
is the one that | found the nost interesting and | have
t hought about this a nunber of times as | have read this nodel
as proposed.

It says, "Whether or how the NRC woul d have such
authority if all the agency's nedical use program is
unexplained.” | think it is inmportant to note that under the

nodel as proposed, we would be out of the gane. Either
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Congress woul d take us out of the game or we would take
oursel ves out of the game. We would no | onger have an
i nvol venent in medi cal use.

Sooner or later, it is not clear to me, what that
means to the existing Agreenent State agreenents. Because
t hose Agreenment States agreenents, we had authority for
byproduct material at the tine.

| don't pretend for one nonent to be an attorney
and | don't see anyone here fromthe Agreenent States program
but | have to believe that sone review woul d have to take
pl ace of the existing agreenents and perhaps new agreenents
put in place or sonething, with nodifications or some sort of
codicil to that effect.

But the bottomline is, | think that |ast
sentence i s nost profound because under the nodel as proposed
we are out of the gane, totally.

MEMBER W LLI AMSON: | don't think that report
suggests precipitously junping out of the ganme. They talk
about a transition period |I'msure to address those issues.

MR. CAMPER:. Well, | amreferring to his
particul ar concern that there be sonme federal presence and
sone qualifier for how state's prograns are adequate.

And we sinply, at some point, would no |onger be

i nvol ved.
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MEMBER SWANSON: A thought 1've had is a

consideration. One way it seens that you could attack this
issue fairly rapidly and insure interimregulation would be to
take the NRC nedi cal use program including within that its
advisory commttee activities and its Agreenent State program
and transfer that programfromthe NRC to basically reporting
In the DHHS structure.

Along with that transfer, the existing budget
woul d then cover the budget issues that go along with that.

VWhat that allows you to do then is basically
i nsure that you have continued regul ation during the period of
transition. You can expand on your Agreenment State programto
basically focus your attention on the non-Agreenment States now
to begin to bring themup to assune responsibility for their
own progranms which would seemto go along with this report.

And, also at the sane time, you can rewite the
Part 35 regulations within that structure. So that would give
you a way to develop a set of "uniformregul ations" that the
states coul d operate under.

MR. CAMPER: It's a different nodel, of course,
t han the one proposed, and it has a ot of -- it would require
| egi sl ation.

MEMBER SWANSON: If it is going to require
| egislation, | think that you would also want to | ook at a

structure in that where if you did do that and that was your
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agency and say you called it a comm ssion on the medical use
of isotopes, | think you would want to have | eadership of the
comm ssion that would represent both the nmedical community and
probably the | eadership fromthe existing NRC structure al so.

So, you m ght have |like two comm ssioners of
that, one representing each side of the situation which then
gi ves you a system of checks and bal ances on it.

CHAI RMAN SI EGEL: | don't know how the federa
feel s about comm ssions these days, given that organizations
that require nmultiple people to get together to nake deci sions
may be ultimately |less efficient than those that have a single
adm ni strator.

No of fense intended to anyone in this building.

Lou?

MEMBER WAGNER: | think it is inmportant that we
understand. And you made the comment, Barry, and | wish to
expand on it just a little bit.

What we are recommendi ng really nust, nust, nust
have a tenpered control to it. The facts are that we are
really recommendi ng that we go froma 10 per cent regulatory
status to a 100 per cent regul atory status.

We run the very severe risk that at the federal
| evel, the regulatory process will get out of control again

and start enphasizing very low levels of risk with very tight
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restrictions and make it a far nore m serable situation than
it currently is.

That risk is there and it is real. And | think
it is very inportant that the recommendations of this
comm ttee enphasize that the regulation that is needed is the
regulation to protect workers and the public. And that a very
strong revolution in how the regulators control the practice
of medicine needs to be exam ned so that we don't get into the
over-prescriptive problens that we have had in the past.

| can give you fine exanples of how states over-
prescri bed and make hay-day out of very small risks. | have
fine exanples of that use of gonad shields in CT, for one.
Things like that where silly ideas are brought forth as
I nportant regul ations. Nonsense. And we have to nmake sure
that this kind of thing doesn't occur in the future.

We run a very sever risk with this kind of a
recommendati on and it nust acconpanied by a big precautionary
note of precaution in regulating the practice of nedicine.

CHAI RMAN SIEGEL: | agree. | think, in part,
that is one of the overriding reasons to see this housed in
DHHS rather than in the NRC because of the fact that we have
reasonabl e confidence in the fact that the DHHS will | ook at a
regul atory scheme in the light of the overall risks of
medi ci ne, the overall resource allocation in medicine and can

get a better handle on it.
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And | think past experience with DHHS suggests
that. They are a federal agency. They have just the
propensity to over-regul ate based on the | ast bad experience
as does any other federal agency.

On the other hand, | think ny experience | eads ne
to believe that the | arge nunmber of physicians w thin DHHS,
the nmuch greater overall understanding of the health care
system tenpers their approach because of the experience that
t he people that work at that agency have as distinct fromthe
peopl e who work at this agency.

And that is not neant to be an attack; that is
just an observati on.

You have worked at DHHS in a variety of
capacities for a long tine now. Do you agree with the
statenment that | just nmade?

MEMBER JONES: | think there is the sense of
progress that is built into it. But we are really a data-
driven organi zation and that is sonething that hel ps guide us
in what we are doing. It is not just our own practice.

CHAI RMAN SI EGEL: FDA is data-driven,

MEMBER JONES: Exactly.

CHAI RMAN SI EGEL: |'m not sure HCFA is data-
driven.

MEMBER JONES: No, but | think they try to be.
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CHAl RMAN SI EGEL: They try to be. But |acking

data, then they just sinply decide not to pay for it until we
have the data. And that is okay too. | can understand their
notive.

Jeff?

MEMBER W LLI AMSON:  Fol |l owi ng Lou, | just wanted
to suggest we not sort of appear to be endorsing the full
content of the dissenting opinion because he nakes a numnber of
cl ai ms here.

One, that the |level of risks are much higher than
the apparent or no m sadm nistration rates woul d suggest. He
argues that it is not true. That current regul atory
enf orcenent practices are unnecessarily burdensome and
intrusive. And, noreover, that regulatory authorities indeed
have the right if not the obligation to intrude in the
practice of nmedicine.

That is how |l amreading this. He has defenses
in this appendi x of all those views.

CHAI RMAN SIEGEL: Right. | do not think that we
wer e suggesting that we agree with all his statenments , but
sinply that we agree with some of his concepts about not
noving as far away fromthe federal government as alternative

D suggest ed.

Judi t h?
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MEMBER BROWN: Before we leave it, | just feel it

i ncumbent upon nme to make sone kind of statenment in agreenent
with the dissenting opinion here.

| guess in the context of Newt G ngrich being
Speaker of the House and Pat Buchanan possibly being a
presi dential candidate and the attenpts to dismantle the
consuner agencies we have had |ike EPA, OSHA, CPSC and even
FDA, | am concerned about the political clinmate energes from

| guess what | would like to do is agree strongly
with Robert Adler in his witing and read the part that |
found particularly conpelling into the record so that it
appears in our mnutes, not only in the kind of obscure
appendi x L of the I1OMreport.

On page 264 he says, "That so objectionable is
federal authority to the commttee nmenbers that they
specifically issue even a m nuscule dollop of residual federa
regul atory authority. | find this unacceptable.

Regrettably, ny experience with state authorities
and professional nedical societies does not | eave nme sangui ne
about their ability to deal with radiation hazards in a
conpl etely acceptabl e fashion.

Not only do state authorities often have linted
resources and expertise, they often find it nore difficult
t han woul d federal authorities to resist political pressure

fromthose they regul ate.™
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| just wanted to second that statenent.

CHAI RMAN SI EGEL.: Lou?

MEMBER W LLI AMSON: Judy, | agree with you
conpletely, but froma slightly different point of view and
that is the opposite can occur.

The state regulators can be so overburdensone
that they can interfere with the practice of nedicine and
actually end of being counter-productive to their charge to
protect people by hand cuffing practitioners with higher
expenses, higher regulation and attention to detail that is
just sinply unnecessary.

So, | agree with that view, but | think we have
to look at it frommany different perspectives.

And | read M. Adler's statenment and many points
in there | agreed with. But | have to tell you | purposely
did not |ook at his profession before | read it. | wanted to
see what he had to say.

And as | read it, one thing was very obvious to
me: This man has never been directly regulated by the NRC
He has never felt the burden of na investigation. He has
never felt the burden of an inspection. He doesn't know what
it is like and how the sinple principles can be carried to

such an extreme that it just gets out of hand.
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And that | think is the problemw th the

regul atory process. | agree with his principles. There is
not hi ng wong with the principles.

| don't fear the federal authority as nuch
perhaps as the rest of the commttee nenbers who perhaps are
reflecting upon one all their experience with one aspect of
governnment which was the NRC and the way that it was

regul ating them

MEMBER BROWN: | appreciate your comments on
that. The part that bothers nme -- | don't think anyone is
arguing for the status quo here. | think we are all seeing

the need to change and the kind of punitive and as you say
crimnalizing kinds of things that the NRC has done to those
that they regulate. At |least they made them feel |ike
crimnals you are saying.

But the part that M. Adler tal ks about is that
t he nood of the commttee was such that they wouldn't, as he
says, "accept even a mnuscul e dollop of residual federal
regul atory authority". That is the other end of the pendul um
and | don't want to go there.

CHAI RMAN SI EGEL: Neither do we.

MEMBER BROWN: Right. | am not suggesting that
the comm ttee does, but | amjust speaking for nyself.

CHAI RVAN SI EGEL: Bob?
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MEMBER QUI LLI N: | want to comment on severa

t hi ngs that have been di scussed yesterday and today.

One item there has been comments about what state
prograns have or don't have, who | ooks at them and who doesn't
| ook at them

Unfortunately, in this discussion it has never
been cl ear whether we are tal king about the current situation
or the situation as would be envisioned under one of these
options.

But | can tell you what the current situations is
for an Agreenent State. On an average of two and four years,
we have a conplete review by personnel fromthe conm ssion

Now, under the new program called the | MPEP
program there is state representation on the review team and
al so the teamthat reviews the docunents, once it conmes to
headquarters.

So, there is a regular review of Agreenent State
prograns. Now there is not a regular review of any other type
prograns such as an x-ray program That is not done by DHHS.

Program directors on request will do a conplete
review of all activities, but that is only on request.

At the present time there is an oversight, there
is a way of | ooking at whether the Agreenment State program was

doi ng a conpetent job. Wat its strengths and weaknesses are.
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MEMBER SWANSON: Bob, do you find that an onerous

process or a --

MEMBER QUILLIN: Well it is a challenging process
but I think it is necessary because it is very easy to get in
a situation where you overl ook sonmething or sonebody else is
doing is a better way. | think it is a valuabl e process.

' ve gone through these kinds of reviews throughout ny entire
career so | don't think it is an onerous process.

Anot her issue our authority to be an Agreenent
State cones out of the Atom c Energy Act and relates to the
fact that the NRC has the authority and the NRC gives up this
authority, there is some question of what authority we woul d
have then. Especially if another agency didn't get |egislative
authority to do this.

It is very possible that if the NRC unilaterally
gave up authority, nobody would be regulating this area.
Especially if HHS didn't get the resources or authority to do
it.

So, that is a distinct possibility.

| would also |like to coment about a statenent
t hat was nmade yesterday by representatives of the study about
their data requests to the states.

We received two separate requests fromthe | OM
The first, if |I remenber was just a generalized question

Then there were sonme specific questions that | think were
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shown here in the appendix. | don't remenber them asking for
a copy of the regulations, but if they did ask for a copy of
the regulations, | amsure that we sent them one.

But a copy of our regul ati ons, which consists of
everything fromprotection fromradiation to uraniumm ||
tailing regulations is about twice this thickness. And if
they asked for it, that's what they got.

And every state does their regulations in a
format that foll ows whatever the state nodel is, the state
nunbering systemis and they don't foll ow the NRC nunbering
system

So, | amsure that the Institute of Medicine, if
t hey got these regulations, threw up their arnms and said we
don't know what to do with them now that we've got them
because we have all this paper and we just don't have tine to
| ook at them So they just stuck them aside and that was it.

We didn't highlight what they were | ooking for
and we didn't go anything beyond just furnishing the
regul ations which is what we typically do when people ask for
our regul ati ons.

A comment on Adler's dissenting opinion. | have
to agree with two things that he said. One is, on page 259 he
says, "One sinply cannot draw neani ngful quantitative

concl usions from data drawn from such di sparate sources.”
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And | think one of my problems with the Institute
of Medicine report is the data just is not there to support
the finding.

But | also agree with another statenment. He
says, "l repeat ny general support for transferring the
medi cal use programto an agency |ike the FDA," on page 263.

| think that although he has concerns about how
this decision was reached and sone of the conclusions that
were made, he canme to the sanme basic decision that the
commttee did yesterday when we voted on how we would like to
see this program go.

CHAI RMAN SI EGEL: The conclusion that the data
are not there is an easy position to take if what you want is
the data in a well-digested, uniformy acquired formthat cane
froma single, conmprehensive study of byproduct nmaterial risks
versus non-byproduct material ionizing radiation risks, versus
surgery, versus chenot herapy.

Unfortunately, nobody has ever done the study and
we are actually on the record as a commttee recommending to
t he comm ssion several years ago, and | renenber Commi ssioner
Rogers saying to ne why woul d the NRC have any interest in
fundi ng such a study. | recall we recomended that the NRC
shoul d actually figure out a way to fund such a scientific
study because nedici ne needed the data. And | agree it m ght

not be in NRC s overall interest to fund the study.
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But if you | ook at the conposite information in
the literature about the risks of various forns of nedical
practice, and admttedly you have to do a little assunption
generation, but we all know that risk assessnment done by
federal agencies involves a fair amount of assunption and
often times the conservative approach is the one that is
t aken.

So, even using conservative assunptions, if you
couple the analysis of the literature with the experience of
medi cal practitioners who obviously have some axes to grind
but are not necessarily intrinsically evil people, you wl
find that the risks in this realmare not greater than the
risks in the rest of nedicine.

| absolutely stand on that, and |I think that
Adl er is just one nore person that doesn't understand
radi ation risks has made the statenent that he has nmade.

We are never going to overcome this problemin
medi cine, the NRC is never going to overcone this problem the
fact that the public at large is sinply not capable of dealing
with stochastic risk. It is just too conplicated for the
average nenber of the general public to understand.

They just can't deal with it.
MEMBER FLYNN: And you think the states are?

CHAI RVAN SI EGEL: No, | don't.
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MEMBER FLYNN: See, | think you probably

m sunder st ood what | said yesterday. | think there should be
sonme conprehensive analysis of all state prograns. And this
group of radiation protection programdirectors should be on
that commttee. But so should nuclear nedicine and radiation
oncol ogy physicians and nedi cal physicists.

Because | keep on hearing fromyou that you are
worryi ng about the state regulators. | think that if we did
such a conprehensi ve anal ysis between prograns, we are not
going to recomend nore regul ations for the states, but we
woul d take away such things as gonadal shields for CAT
scanners.

And | think such a conprehensive program woul d
make things easier in Texas, but it mght also put at |east
sone m nimal regulations that physicians and medi cal
physicists could agree to in states that have not hi ng.

MEMBER W LLI AMSON: Wel |, anot her way

to say what you just said is there aren't so
many tal ented thinkers about these problens that we should
feel confident that 50 states will install 50 sets of staffs
who wi |l be enlightened thinkers about the problem | think
t he chances that you can get a credible scientific analysis of
ri sks versus benefits is greater if it sits with a central

federal authority than if it sits with 50 individual states.
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| nean there are sone states that wouldn't even
be able to field an advisory comm ttee based on the nunber of
people in the state who have enough real, genuine scientific
expertise in these areas.

| don't nmean just an average radiol ogi st who
finished the residency program and thinks he knows sonet hi ng
about radiation risk, but someone who spends a reasonabl e part
of their life thinking about this problemand tries to
understand the frame work of risk assessnent as opposed to
shooting fromthe hip.

That is why | disagree with the IOM and really
think that sone central federal authority at sonme |evel in the
process is absolutely essential, because |I think we get a
better product if it conmes fromthe best m nds coll ected
toget her, even in this town.

(Laught er)

MEMBER W LLI AMSON: | think probably everybody in
their own way has said this on the commttee. Just to
underscore, just speaking for nyself, I think we are al so say
it should be a different agency. It should not be an agency
that is exclusively occupied with safety issues and is in the
node of zero tolerance.

In the hope that we are getting nore progressive

and not only nore effective but also | ess burdensone set of
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regul ations for those physicians are practicing according to
t he standards of practice.

| was tal king during one of the breaks and one of
the NRC staffers said that the real problemis that the
standard deviation on the low end is about 10 per cent of the
practitioners that are really bad that kind of drive the
regul ati ons.

As a result of the way that we do things, we try
to force those the people on the tail to cone into the
standard deviation, and as a result, we burden all of the 90
per cent.

So, | think some kind of performance-based

standard that | ets whatever the new regul atory
structure effectively get at and notivate that 10 per cent of
really sub-standard practitioners wi thout unnecessarily hand
cuffing and harassing the vast majority of radiation nedicine
practitioners that are doing a very good job. Not a perfect
j ob, because a perfect job cannot be done without infinite
resources.

CHAI RMAN SI EGEL: Maybe we shoul d make as a
recommendati on that this new agency, whatever it is, install
all regulations with a sunset provision that forces themto be
periodically re-evaluated to avoid the kind of ratcheting

probl em that we acknowl edge that has led to current Part 35.
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The governnment by yo-yo problemthat sinply is
not going to go away. As long as we continue to live in a
denmocracy that is structured the way that this one is we wll
continue to have governnent by yo-yo. And | don't see any way
around it.

Every tinme there is an event, sone congressnan is
going to say that it is their job to make sure that this kind
of event doesn't happen again. He or she will be well-nmeaning,
hold a public hearing, the right people will get exorcised
about the problem legislation will get introduced, our
pressure will conme to bear on the federal agency that is
responsi ble and there will be another regulation.

The only way around it is a sunset, so that as
people tend to forget the thing that precipitated the problem
you at | east have the opportunity to | ook back and say it
really wasn't a problem it was an aberrant single event and
we really didn't need this regul ation.

That could be one thing you could try to build
into a new agency, because you only have to watch the
Washi ngton Post once a week to get a feel that this is
unfortunately the way that this governnment worKks.

MEMBER W LLI AMSON: | think maybe anot her way of
putting it is that some sore of risk assessnent criteria
shoul d be systematically built in to the nmandate the

regul atory structure.
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CHAI RMAN SI EGEL: Well, all regulations have risk

assessnent, but they are still subject to the political
pressure that the yo-yo effect brings to the process. W just
have to be realistic that that is the way the governnment

wor Ks.

A fresh opportunity to rebuild the system does at
| east have the option to build in sunsetting provisions into
the regulations as sonething that the system coul d i ncorporate
at the front end.

MEMBER JONES: |'m asking. Are you saying the
yo-yo effect cones about fromthe regul atory agencies?

CHAI RMAN SIEGEL: | don't think there is any
doubt that it comes about froma m xture of public outcry,
congressi onal outcry and then the regul atory agencies
sonetinmes initiate, but often tinmes respond.

As was clearly articulated in this report, it is
hard for the NRC to know what |ine to wal k, when on the one
hand, we sit here as an advisory commttee and the community
at large says trust a doctor. There really isn't a problem
There's really nothing to regulate. You've blown this all out
of proportion.

And on the other hand you've got the Cl evel and
Pl ai n Deal er sayi ng how i nconpetent the NRC has been in
protecting the public, and you' ve got Senator denn's

comm ttee saying, "You guys didn't do your job." And you' ve
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got the GAO saying, "Look at the chaos in radiation safety
protection criteria across the United States and the world.™
And so the NRC says, we've got to chart a course through this
sonehow, and let's find something that's sonmewhere in the

m ddl e that doesn't have the regulated community tying us up
in court all day |long and can | east get the senators off our
back.

MEMBER JONES: | don't think you're going to get
rid of the yo yo effect because | perceive a good deal of it
comes from Cl evel and Pl ain Deal er sort of situation.

CHAI RMAN SIEGEL: | agree you can't get rid of
it, but an agency can built into its procedure an ability to
periodically redo its risk assessnents. And risk assessnents
of a regulation that was created in haste in response to the
| ast yo yo, Nader, had the potential to be resci nded when
peopl e have had five years to reflect on the reality of the
dat a.

| mean it's a highly reasoned approach that's
hi ghly unlikely to occur, but it never hurts to be a w shful
t hi nker.

MEMBER STI TT: Barry, you recommended to us maybe
a couple of years ago, "Breaking the Vicious Cycle", and yo yo
I's such a catchy phrase, but that's what it's about, the knee
jerk responses to public outcry, and Congress people that are

trying to get their nanme in front of their constituents to
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keep their visibility high. But that's a very interesting
di scussi on.

CHAI RMAN SI EGEL: Steven Bryer was right on
target on this.

There's the other book. Did | send you all an e-
mai | about that science and nonsense, or whatever? That book
by Stephen MI1loy? Because that is an amazing book. It's a
book about how the science of risk assessnment can be tw sted
to make it conclude al nost anything you wish it to concl ude.
The case control study is an interesting scientific
met hodol ogy. And if you haven't read this book, it's 50
pages. It's free. And those of you who want it, I'Il send
out another e-mail nessage after this nmeeting telling you how
to get it, because it's both entertaining and dammably true.

MEMBER QUI LLEN: You can also order it by e-mail
t 0o.

CHAI RMAN SI EGEL: You can order it by e-mail.

It's a wonderful book.

| think we've addressed Question 2, while

continuing to address a big picture along the way.

Question 3 is an interesting one, just to read

"On what scientific basis m ght NRC nake a
finding that there's no unreasonable risk to the health and

safety of the public, and thereby pursue w thdrawal per
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recommendation.” B2, which says, that the NRC should initiate
formal steps under the Admi nistrative Procedures Act, to
revoke Part 35 in its entirety, if Congress fails to act
within two years in response to the AL and A2 recomendati ons
to Congress.

The question goes on to say,

"Wth the lack of data cited in the report how
coul d NRC make the findings necessary in Section 81 of the
Atom c Energy Act, if current congressional action was not
taken. Wuld this data not be essential to determ ning the
ef fectiveness of a regulatory program or are there other
bases upon which action could be taken? How could NRC do a
regul atory analysis to determ ne the cost benefit of
rul emaki ng?"

One way of interpreting these conplicated
questions that Trish posed to us is, on what basis could NRC
decide to overturn its existing nmedical policy statenent?

That is in part another way of rephrasing it. And, in
addition to on what basis they would just throw out Part 35
and stop regulating nmedicine. And let me start with a partial
answer by saying, | think that what we've set up to now
suggest that we are sufficiently |ocked into the concept that,
I f Congress doesn't act many of the other |1 OMrecomendations
beconme noot, and in a way we're not sure we could tell you a

clear scientific basis for just throwng all of Part 35. W
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m ght help you if you | oop back to where we woul d have been

wi thout the IOMreport. We would have planned on hel pi ng you
rebuild Part 35 from scratch, based on an itemby itemrisk
assessnent; what's really necessary in the year 2000; what

| evel of patient protection is really required versus what can
we document as being provided by self regulation in the

medi cal community. \What |evel of environnmental protection is
really necessary. Are assays really necessary with year 2000
generators? And we could have done that, but | think
personally am unconfortable that we could sit right here right
now and quote for you the scientific literature that would
say, if Congress doesn't act you should just send Part 34
because the IOMtells you to do it.

Now | 'd be curious to see what the rest of you
t hi nk.

MEMBER SWANSON: | think the question this raises
inmy mndis, who do you have to justify this finding to? |If
you need to justify it to the public -- going back to earlier
comments -- |I'mnot sure that any scientific data is going to
take away the public's concern about radiation risk, no matter
how much you collect. |[If you have to justify it to Congress,
again, | think you're facing the sane problem |If you have to
justify it to yourself, well mybe that's a different issue.
But nmy sense is that you're going to have to justify it to the

public.
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MR. CAMPER: Well, Marjorie is here, the Ofice

of the General Counsel. Perhaps she could discuss the
procedure and nechanics of that particul ar conponent of the
Act nmuch better than I, but | would invigor from ny
perspective that if the Comm ssion were to decided for exanple
to change its nedical policy statenment, and to address the
rationale called for in the cited section, they woul d
certainly have to subject that to public scrutiny. | would
envi si on published the policy change, and it would be subject
to cormment. There woul d probably be public conmm ssion
briefings, etc., etc.

So | think the answer is, in layman's terns, the
Comm ssi on woul d have to explain its nove to its constituency;
t hat being, the regulated community, the public and the
Congr ess.

Marjorie, you want to comment on that?

MS. ROTHCHI LD: Certainly. Could you just repeat
t he question?

CHAI RMAN SIEGEL: | can repeat it. The question
is, if NRC were to decide that it was going to just assune
Part 35, the NRC would have to make a regul atory anal ysis.

The things that put Part 35 in place in the first place, which
was its judgnment that the public health and safety was being
protected by these regulations, that it now had scientific

evidence that it didn't need these regul ations anynore. And
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that's really the question. So who would have to be
satisfied?

My answer to the question would have been, that
t he people who have to be satisfied, is the NRC has to build

the legal argunents that its statutory responsibilities given

to it by Congress have been fulfilled based on this scientific
anal ysi s.

MS. ROTHCHI LD: Well, | guess | would approach it
maybe froma different point of view | would say that

Section 81, which is cited there, the Atom c Energy Act, which
is cited in the questions. That has provisions at the end
that state that NRC can, if it nmakes the necessary findi ngs,
exenmpt certain classes or quantities of use fromthe
requirement for a license. So | would assume that that's one
basi s upon which the Conm ssion, if it wanted to, could either
rescind Part 35 in its entirety -- If we're tal king about make
ot her mmj or changes that's a basis for doing so.

So I think Section 81 is a place where one m ght
| ook first if you're assum ng that Congress doesn't act and
t he Comm ssion wanted on its own to say exenpt all medical use
of byproduct material for the requirenment for a |license.

So | agree with them the entity that woul d have
to be satisfied would be the NRC. In other words, if it's

goi ng that route, the Section 81 route, that states it can
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exempt these uses or quantities provided it nmakes certain

findi ngs.

So, does that answer you question?

MS. ROTHCHI LD: | think so.

So further comment on this question?

Jeff?

MEMBER W LLI AMSON:  |'m not sure |I know if this
literature, but | guess before we | eave the topic it would be

interesting to know if there is any body of literature in the

di fferent branches of radiation nmedicine docunenting vari ous

sorts. | suppose we could classify things into
different -- but probably treatnment delivery areas would be
the nost likely thing the literature would address of one kind

or anot her.

In other words, is there other data besides the
coll ected m sadm ni stration statistics, which seens such a
tiny number as to make these conparisons like they' re 10 nore
m sadm ni strations this year than | ast year, like totally
statistically neaningless. Were their other data in the
professional literature, if anyone knows about that, could be
useful in addressing the issue.

CHAI RMAN SI EGEL: That nmy be handling the
question in not quite the right direction on that. This is
ki nd of a tough question. Wat do we recomend that the NRC

just unilaterally withdraw from nmedical |icensure, and
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basically -- Fromthe nmaterials end what does that nean if you
were to do that? It neans that our party material could be
shipped in interstate commerce and received by who?

MR. CAMPER: Well if you look at the wording it
says, "Exenpt certain classes, quantities, or users of
byproduct material fromthe requirements of a license.” \What
that nmeans to nme is, is that the Conm ssion can make a
determ nation that based upon some body of evidence that it is
not necessary any |longer to regulate the nedical use of
byproducts material, and therefore not have the necessity of
i ssuing licenses for such use of byproduct material.

Now i f we assune for sake of discussion that the
Comm ssi on made that determ nation, it then does raise a
l'itany of questions such as the one you just posed. And that
beconmes, what is the basis by which institutions can possess
and use radi oactive material ?

Wul d the states, despite a departure by a
federal agency, which had regulated this area, believe that in
the interest of its citizenry and to protect public health and
safety, it would be necessary for nmedical institutions to have
a license to possess and use byproduct material? Now
obviously I don't know the answer to that, but it raises those
ki nds of questi ons.

But, based on nmy own experience, it is difficult

for me to conceive a scenario in which the public would want
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t he possession and use of radioactive material absent a
license to do so by sone authority. It's difficult to
envision that. But the fundanental thrust of this question
is, is that, if one |ooks at our regulation, Section 81, as
Marjorie has said, there is a vehicle available to the

Comm ssion to allow such a rel axation. The question woul d
have to be, on what basis could the Comm ssion reach that
finding? And you' ve stated it so very well, Barry. There's
just not a body of scientific information that has the right
ki nd of pedigree and credibility that the Comm ssion can turn
to and say, this is what we can base this decision to depart
upon. And that's what we're searching for, because we |ike
you know, it's not an easy thing to come up wth.

It particularly becomes conpounded when -- As |
was having a conversation with Barry, we were off the record.
It becones vertical when you have a situation where in fact,
al beit a few, there had been deaths involved, with the use of
I oni zing, radiation and nedicine. And how does that factor
into the overall body of know edge. Again, bearing in m nd
that there is a constituency to satisfy; that is, a conplex
constituency.

CHAI RMAN SI EGEL: There have been deat hs, but
there have been deaths from antibiotics too, and the only
i cense you need to receive antibiotics is a license to

practice medicine.
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MR. CAMPER: Right, and what that argues for is

that the wong standard of performance being applied to
i oni zing radiation.

MEMBER W LLI AMSON: There's al so deaths with non-
byproduct material generated radiation as well.

MEMBER JONES: This is raising a question in ny
m nd, about Section 81 tal ks about certain classes and
quantities. Do we really want to have the therapeutic part
gi ven up by the agency? Perhaps only the diagnostic |evels
shoul d be turned over to the states or freed up. W're
| ooking at things |ike al phaemtters com ng along. |'m not
sure that our agency has that capability or where that's going
to conme from

CHAI RVAN SI EGEL: Well, because that's really not
what we're saying. Wat we're saying is there still should be
sone federal policymaking authority and sone federa
authority, but with programs that are adm nistered by the
states. We are not recommending that this just be turned over
to the states, |ock, stock and barrel.

MR. CAMPER: Let ne just draw a distinction here.
But if you focus on Question 3, which is Recomendati on B(2).
Recommendati on B(2) says, NRC, if Congress does not pursue
this within two years then you do it. In terns of the
contents of the recommendation it's not clear who woul d

assune.
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CHAI RMAN SIEGEL: But | think one way to answer

that is in a way this is getting concatenated, we' ve sort of
given a vote of no confidence that the states on their own and
medi cal professional societies on their own will do the job
adequately. And consequently we are sort of inexorably I|inked
to Congress doing sonething and failing that. Then what we
woul d help you do is carefully rebuild Part 35, and that m ght
in fact result in exenpting some of the things that are
currently covered under Part 35. For exanple, it's possible
that the things that are currently -- pollution and excretion,
we might say that there's no reason in the world that you need
a license to do any of those kind of studies anynore. W

m ght al so say, there's no reason in the world that you need a
i cense to use diagnostic radi o pharmaceuticals, as |long as we
were going to be stuck with a systemthat still discrim nated
byproduct from non-byproduct material, and byproduct materi al
fromother fornms of ionizing radiation. But on the other hand
we seemto be so strongly on record of being in favor of a

uni form consi stent approach to the regulation of all ionizing
radi ati on that we would | guess conclude that we really don't
support Recommendation B(2) is the final analysis. Because
failing congressional action to nake it uniform we're very

di ssatisfied with the outconme altogether and then we're just

back to square one, and we'll help you rebuild Part 35.
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MEMBER W LLI AMSON: | just have a question. [|'m

not too clear in ny own m nd what the regul atory consequences
woul d be if Part 35 is gone, but all the other various parts
of the Code of Federal Regul ations that inpact on the users,
not necessarily medical, byproduct material would have. So,
if Part 35 were gone how woul d the other remmining sections of
t he Code of Federal Regul ations inmpact a hospital ?

MR. CAMPER: Well, a renoval of Part 35 woul d
create a dom no review effect, if you will. 1In other words,
we woul d have to take a | ook at the other parts of the
regul ati ons and what those inplications m ght be for nedical
facilities. |If a Part 35, then the question becones what
happens to |icensure as we now know it.

MEMBER SWANSON: What happens to patient rel ease
criteria?

MR. CAMPER: Well it depends upon what nodel you
|l ook at. If you | ook at the nodel as envisioned by the
Acadeny Part 35 goes away in its entirety. Well with that
goes the good and the bad in its entirety. Their nodel
supposes that the states would rise to the occasion, would
regul ate byproduct material, and there would be sone gui dance
provided. But it's not clear at all about what currently
exists in Part 35, what would happen to it. | don't think
that's clear at all. Frankly |I think different states would

do it differently.
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But getting back to Jeffrey's question, their
nodel calls for Part 35. It also calls for those parts of
Part 20 which deal with nmedical use. Just things as
occupati onal workers and nedici ne which are effected by
Part 20. So if you take strictly their nodel, what it calls
for as Part 35 goes away in its entirety. That raises
questions about licensure. They believe the states wll pick
t hat up, and the hoop will be that their licensees can't
receive material once they in fact have |icenses. Mybe that
w || happen to 81, | don't know.

So the sinplest answer is, | think if Part 35
went away we'd have to | ook at, what other regul ations apply
to nmedicine that apply to all other users of byproduct
mat eri al and determ ne what that inpact would be.

DR. HOLAHAN: 1'd just like to add sonething to
that though, as nedical use licensees the |license is issued
pursuant to Part 30, so there is still a license in terns of
Part 30, and as Larry said, there may still be a |icense, and
then they need to comply with other parts of the regul ations.
So it could be that Part 35 would go away, they would still
have a |license for the possession and use of the material.

CHAI RMAN SIEGEL: Right. And in theory.

MR. CAMPER: That's difficult to envision,
because that is correct with Part 30, but if one |ooks at

Part 30, we also issue license to Part 34, to industrial
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radi ography, Part 35, to nmedical, Part 36, to radiators,

Part 39 to well-logging. | mean specific parts have been
created to inplenent a very general licensure requirenent.
It's not clear to me that if you renove Part 35 why you would
still need to have a license given how we have i npl enent ed
licensure. | nmean it raises a difficult question.

CHAI RVAN SI EGEL: Well if except that if you
believe that the principle objective of continuing |icensure
is control of environmental general public and occupati onal
exposure. |If the NRC weren't controlling occupational
exposure to radiation OSHA would be doing it, as they're doing
it for non-ionizing radiation, or the states would be doing
it. O if you happen to have a Departnent of Energy funded
cyclotron the DOE takes over that responsibility for you. So
the protection requirements are there, and you could | think
I magi ne a paradi gm where basically you get a |icense under
Part 30 and your responsibility is to ensure that the |icense
material is handled such that Part 20 is conplied with; that
t he menbers of the general public don't get in excess of
100 mlligram per year, and occupational workers don't get in
excess of 5 grans per year, and you add one thing which says,
members of the general public can get up to 500 m | ligranms per
year from patients rel eased pursuant to nmedical therapy. And
t hen what you do, you leave it up to |licensees to devise the

systens that ensure that Part 20 is conplied wth.
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Now, the problemw th that of course is that
we're right back to square one, which is, whether the
| i censees are doing an adequate job is in the eyes of the
behol der and the beholder in this case is the NRC, and we end
up having a series of |license conditions, and we're no better
off than we were when we started. We m ght be better off on
the first day, but within six nmonths we'll be in nmuch worse
shape.

MR. CAMPER: Two thoughts on that. They have
nodel s that one can envision to deal with this. The Acadeny
has cone back with a particul ar nodel. Under their nodel it

calls for the Congress to do certain things and for this

agency to do certain things. Their's is an extreme nodel, if
you w ll, but there's any nunber of other ways you can tackle
this.

The ot her problemyou have in all this, getting
back to the nodel that Barry was just tal king about, is you
have 40 or 50 years or regulatory history now, and regul atory
hi story like law which is built on precedent, it becones
difficult to depart from unless you have very strong
rati onal e and can defend that rationale in the eyes of the
public. It's just a very difficult thing to do.

But | did want to comment on one thing that Barry
had said, with regard to Section 81 and a revision to Part 35,

I f you | ook carefully at the word that's in Section 81 it does
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tal k about exenpt certain classes, quantities or users of
byproduct material. | would imagine that there's several
approaches the Conm ssion would have available to it under
that section. In other words, we tal ked a few m nutes ago
about the idea that you sinply exenpt nedical use in toto.
But | can envision a nore workabl e scenario, an easier
scenario to tackle in terns of this commttee, if in the fina
anal ysis the Comm ssion decides to stay in and we nodify
Part 35, and you can | ook specifically at the issue of
exenpting certain classes of |icensees under Part 35 or
certain quantities of material, or certain types of users.

The nost readily avail abl e exanple that cones to
mnd is the limted diagnostic application, or diagnostic
applications for exanple. That becones a little bit easier as
a nmodel to work with for this commttee.

CHAI RVMAN SI EGEL: Until we start tal king about
the turf issues.

MR. CAMPER: Right, that's true. As opposed to
what is the scientific basis for conplete and total
wi t hdr awal .

MEMBER QUI LLEN: Barry, |I'd just |ike to make a
conmment about sonmething you said which is the OSHA issue. And
OSHA in non-agreenment states retain authority to | ook at

radi ation issues. And if you ve ever been to an OSHA
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i nspection you think that the NRC i nspections are easy,
because the OSHA i nspections are even nore onerous.

CHAl RMAN SI EGEL: Correct. No, |'m not
di sagreei ng. W have OSHA cone and inspect us for our non-
byproduct radiation exposure. It's quite entertaining.

We've nore or | ess answered Question 3.

How much is it worth continuing with 4, in terns
of continuing walk through Part 35 or is it premature? W
started yesterday.

My concern with wal king through Part 35 is | hate
to shoot fromthe hip. It seens to ne like that's the subject
of a 10 day neeting.

CHAI RMAN SIEGEL: | agree. Clearly if the
Comm ssi on decides to take the approach that, okay, after
consideration either in terms of what they now know or in
terms of what they m ght gain over the next several nonths or
what have you, that we're going to stay in the gane. Then
clearly at sone point there would be a definitive working
session of this commttee, in which we would carefully dissect
Part 35 in painful detail, and determ ne whether this should
go or it should stay, or it should be nodified, or how that
m ght be. And | think that's sonmething we would ask you do
early on in the gane before we went into any type of proposa

maki ng or even an ANPR to discuss the issue. So there would
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be the opportunity to go through that; it would be an absolute
necessity.

| guess the thing that woul d be interesting at
this point in time, rather than getting into sone of that
detail we were headed down yesterday, just phil osophical
observations about Part 35, general observations about
Part 35, may have sonme utility at this point. But | don't
feel even strongly about that.

MR. CAMPER:. M. Ayres rem nded nme yesterday that
we hadn't tal ked about training and experience.

CHAI RMAN SI EGEL: Your favorite topic.

MR. CAMPER: M favorite topic. And so a neeting
wi t hout training and experience would not be a neeting. |It's
reasonably clear that one of the things we'd want to see
changed in Part 35 is a whole approach to training and
experience validation. At least in theory, the paradigmwe' ve
suggested in the past is the paradigmwe would try to build
on, which is one of mninmalist radiation safety training and
docunentati on via exam nation or sone deenmed organi zation
taking on that function, as opposed to the current system
which is artificial.

The alternative approach, just to put the other
side of the paradigm is to raise the bar substantially and
make the individuals who are trained at the highest possible

| evel, which runs into potential restraint of trade problens,
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but then you can throw out all the rest of the regul ations.
That's one of Carol Marcus's favorite nodels, which is, just
make sure the absolutely best people are doing the job and
then you really don't need the Part 35. Well trained people
plus Part 20 is all you need. That would be an interesting
topic for debate, but not something we can do in the next ten
m nut es.

CHAI RMAN SI EGEL: Well what's going on today in
health care in efforts to reduce costs and maxi mum utilization
of personnel, cross training of personnel, so forth and so on,
conplicates that issue even further, and you're right, it
woul d take a long tine to get through it.

MEMBER WAGNER: Would it be appropriate for this
commttee at this tinme to take on the recommendati ons that we
did give the NRC yesterday, and | ook for a consensus anpngst
the commttee? And | believe the recommendati ons yesterday
were, that the QM rule should be rescinded. | think the
second reconmmendati on was that ALARA as a regul ation be
renoved, but as a concept be promoted. And |I'd like to see if
on those two points whether or not it would be appropriate for
this commttee to forma consensus or see if there is a
consensus on this at this neeting and make it a fornal
consensus for recomendation to the Comm ssion

CHAI RMAN SIEGEL: | actually think we'd reached

t hat al ready.
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MEMBER W LLI AMSON: There was al so sone

di scussi on about nmodifying the reporting criteria, and
di sassociating it fromthe requirenment --

CHAI RMAN SI EGEL: That was part of the discussion
that we had, and |'ve actually been reasonably confortable
that we've reached a consensus on those issues.

MR. CAMPER: Actually you identified three or
four key points as a rationale for rapid departure fromthe QM
rul e.

MEMBER FLYNN: Let me just comrent on sonething
t hat Bob had pointed out. | suspected that what you had said
was true, because states, the way they put together their
prograns woul d put them together in vastly different methods,
and so to get all this docunentation with the states would be
very difficult to go through to conpare paragraph to paragraph
and chapter to chapter. And I'malso assumng that with the
22, or if it's a 21 now, non-agreenent states, that because
you are used to responding to the NRC because you are being
over| ooked by them you are probably nore accustonmed to
getting requests for your docunments and having your docunents
at | east cover certain areas for themto review them But the
22 non-agreenent states may not be accustoned to outside
entities asking for their prograns.

When you tal k about rebuilding Part 35, instead

of rebuilding Part 35 in terns of actually rewiting it, |
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suggest that you consider comng up with mninmumcore areas in
Part 35, and taking these core areas, and actually
i nvestigating as a study to see how well each of the 50 states
can -- how are they covering these just very basic core areas
for the non-byproduct material. And that would be quite a
study, but it would be probably very inmportant to do, before
you would junp to transferring all of the authority to the
st at es.

|"d be I ess worried about your state because you
are used to having outside scrutiny, than I would be for the
22 states that are non-agreenent states.

MR. CAMPER: | would envision that if we ended up
going the rewite Part 35 route, and | think that as part of
t hat process we would want to go back to basics and have this
commttee work this closely. And actually, Dr. WIIlianmson
proposed an interesting nodel early on in sone of his comments
yesterday that | think we would want to | ook at any rethinking
of the regulation where you tal ked about, there are certain
things that a general practice is applicable to all fornms of
radi ation. There are certain specific properties of
radi oactive material that need to be | ooked at, and of course
t he question of nedical use, and what's the proper role of
regul ation with regards to nedi cal use. But under a nodel or
sonething simlar to that, a basic review of the very

foundation of Part 35 would have to take place before any



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

338

rewriting. That would be just an adjustnent, a band-aid.
What you really need to do is go back to basics and create a
new Part 35.

CHAI RVAN SI EGEL:  Dan.

MEMBER BERMAN: Just for the record, since you
brought up the training requirenents issue, | think that the
general tenor of the discussions has been that there is for
di agnosti c nuclear nedicine a very |low | evel of risk. And
when you | ook at Part 35 you see rather excessive |anguage
dealing with the rate of radi opharmaceuticals, and the
handl i ng of radi opharmaceuticals, and then the delivery of the
radi opharmaceuticals requiring a very broad training of the
user. Pursuant to what you had nmentioned before, you had seen
certainly in the spirit of recomendations that, if there
isn't a rather rapid mgration towards the recomendati ons of
t he Acadeny, that any rewiting Part 35 would be appropriate
to be mpjorly reducing the requirenments for this limted use
of radi opharnmaceuticals for diagnostic purposes.

CHAI RMAN SIEGEL: | don't disagree with you. |
think many of the requirenments related to di agnostic uses
don't need to be there. Rechecking in a dose calibrator, a
dose that was di spensed by a comercial pharmacy, it's a nice
check, but when you get sonmething fromthe hospital pharmacy
already | oaded in a syringe you don't send it for chem cal

assay to ascertain the pharmaci st has put the correct materi al
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in the syringe. You trust the pharmacist's professional
practice to believe that you're getting the right materi al
The wi pe testing that occurs in nost diagnostic nuclear
medicine facilities, yes, there is technician present on the
fl oors and door handl es of nuclear nedicine facilities, but
no, the public is not being harmed by that technician, and it
wi |l be gone in the norning.

So many of those things could be reexanm ned on a
case by case, detailed basis, and I think they would be. MW
sense is that we've hit the big picture itens in Part 35 in
terms of your thinking and talking to the Comm ssi on.

We're do for a break. M sense of what we have
left to talk about on this stuff is that it's going to be
under an hour.

Don't you think?

DR. HOLAHAN: | think so.

CHAI RMAN SI EGEL: Substantially. And therefore |
woul d ask that while we're breaking we see if we can get the
fol ks who want to talk to us about the P-32 related stuff
sooner rather than |l ater, and whenever they get here we'll
stop and divert to them and then we'll go back to whatever's
left with this and wap up our business. 1'd just soon get
them on the docket this morning if we can.

Anybody di sagree with that? |'massunmng it's

doabl e?
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MR. CAMPER:. We'll try to do that, Barry.

They're on for 1:00 at this point. W'IIl pulse them and see
what we can do.

CHAI RVAN SI EGEL: Yes. | nean if we can we can;
if not, we'll take a long lunch I guess.

Al right. Let's take a break.

(Wher eupon, the proceedi ngs went off the record
at 10:04 a.m and resuned at 10:30 a.m)

CHAI RVAN SI EGEL: We are back on the record.

|"ve had a request from our transcriptioni st
friend that people not speak directly into the m crophone
because it's breaking his eardrunms. So these are very
sensitive m crophones and, if you work at about this distance,
you'll be just fine.

OCkay, we do not have a definite word on when John
G enn and Cindy Jones are comng to talk to us. W' re hoping
they' || appear sonmetinme in the next 25 mnutes, but it's only
a hope. So let's keep trucking with the questions and we'l]|
see what happens. |If not, we may end up taking an early lunch
br eak.

We are to question four | think. Never mnd, we
did question four. Emlie Latella says never ni nd.

Six, if NRC statutory authority for nedical use
were deleted, it requires the subjunctive, init's entirely

and the states were to assunme this authority, what action



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

341

shoul d be taken and by whomto assure that there are no
regul atory gaps in the national nmedical use regul atory program
during the transition?

So Dennis already put a suggestion on the table.
This is going to go fast. | think in a way we are so
concatenated with congressional action that to assune that all
of a sudden there would just be a vacuumis, we think,
unrealistic and not consistent with our recomrendati on. But
maybe |' m not --

DR. HOLAHAN: | think the other point thought
that we were trying to get at in that question is even if
congressi onal action goes forth, things are going to happen, |
nmean it's not going to be, okay, today you don't regulate and
today you do. There needs to be sone fort of transition, and
| guess the question is nmore how do we go through that
snmoothly if that were to happen.

DES| GNATED FEDERAL OFFI CER CAMPER: Let ne just
add that | think Bob has pointed out very well some of the
encunbrances the states face in ternms of going through
creating statutes and so forth. M best guess is, if Congress
were to enact the NAS recommendati on as proposed, it would
probably take five to seven years, and that's just ny personal
guess, for all states to put in place legislation and statutes

and so forth to conduct their own prograns. | say that based
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on nmy experience in watching states nove from non agreenent to
agreenent state status.

It takes several years. |In sonme cases as nuch as
several years. Then you have a situation, bear in mnd, that
you have sonme states today that have little or no program and
t hey would have to nove fromlittle or no programto a
byproduct materials program of sone reasonabl e magnitude. The
question is during that transition period of sonme duration,
what kind of steps and actions should be taken to insure that
there are no regul atory gaps. You're |ooking just at going
into the states area, but com ng back into the federal side of
it over to the Department of DHHS. |'m not sure -- they're
not confortable with taking this on.

| would that -- | was accused yesterday of being
sonewhat sangui ne about this ever com ng about. | have a
feeling that there's going to be a ot of reluctance at |east
to see this change. And what the conmmttee needs to do is
work with this nore rather than trying to pass it off to
anot her agency. |I'mnot sure exactly that it's going to be
acceptable to try and make this change that the | OM has
suggested, particularly since it's an opinionated report
wi t hout nmuch data backing it up to help us nake a decision to
support that decision.

CHAI RMAN SIEGEL: |I'mnot totally sure |I follow

our point, Eric. | nmean the principles that this commttee
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has espoused which are simlar to many of the principals
espoused by the 1OM committee where this desire for uniformty
and regul ation of ionizing radiation coupled with that being
done by an agency whose primary m ssion is health. And yes |
agree the Departnment of Health and Human Services, if sinply
handed this today by sone magi cal transfer mechani sm w t hout
appropri ate enabling | egislation from Congress, appropriate
fundi ng and the proper direction, would probably say no we
can't do this job given our current budget constraints and
wth the people we have, but that's equally unrealistic.

| mean | think the whole set of recomendati ons
I's built on the assunption that Congress is willing to act,
t hat Congress believes that some uniform approach to
regul ation of ionizing radiation with central federal
responsibility at some | evel and distributed adm nistrative
responsibility to the states is an appropriate thing to do.

| f Congress does not choose to do that, then |
don't see any easy way out of the current situation. | think
we're then basically stuck with NRC continuing to do byproduct
material, and we can help the NRC restructure its nedical
byproduct material program and hope that the states wl|l
follow suit with respect to their non byproduct nmateri al
programs follow ng NRC s | ead. But short of that | don't
see, if Congress doesn't act, | don't see how we're going to

make this uniform
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Just one thing, seeing Al Lohrman out in the
audi ence made ne think about, and that is the potential of a
Tenth Anmendnent issue here, whether Congress will view that it
has the right to create uniform national regul ations or
uni form national statute relating to things that are not
currently covered by the Atom c Energy Act. They m ght say
that the Constitution didn't vive us the right to do this and

t herefore we probably should steer clear of it.

| just throw that out. It's just food for
t hought. | haven't got a clue. |I'msure there's a way around
it. I'msure there's a way to tie it all to health care

rei mbursement under HCFA that makes it not sound like it's
related to getting into a new area of governance that was
formerly left to the states.

DES|I GNATED FEDERAL OFFI CER CAMPER: Let ne
expl ain why we asked this question. The question supposed
t hat our authority has been deleted in its entirety. And the
states are assumng this authority. W say what action should
be taken and by whomto insure that there are no regul atory
gaps. The thrust is froma practitioner's standpoint, sone of
you function in agreenent states, sonme of you function in NRC
jurisdiction. Cbviously this question is a question that we
will have to westle with at great |length as we go through any
decoupling process. But it's an early pulsing question as to

what types of problens do you envision as you think about it
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at this point. And it really is fromthe standpoint of being
practitioners. Some of you involved with states, sonme of you
involved in jurisdiction, NRC jurisdiction, can you see early
probl ens that we should be thinking about as regulators as we
try to go about sone orderly decoupling process.

CHAI RMAN SI EGEL: Say that again?

DR. HOLAHAN: But including the involvenment wth
DHHS. | nmean to make that part also a smooth transition, if
DHHS -- if Congress did include DHHS in the |egislation. And
again there is a gap in terns of the transition, if it did go
from NRC t o DHHS.

CHAI RMAN SI EGEL: \Why does there have to be a
gap?

DR. HOLAHAN: Well, will there be maybe the
question is and how do you insure that there isn't, both as
the states pick it up and DHHS devel ops their programn
accordance with recommendati on --

CHAI RMAN SI EGEL: Perhaps a solution in a way is
perhaps a sinplistic one, but it's a solution that gets right
to the heart of it. You would basically just transfer -- you
know, one day there was an Atom c Energy Conmm ssion and the
next day there was ERTA and the AEC -- and NRC, excuse ne, and
|"msure that that dismantling took a fair amount of
transition but it was acconplished. The responsibilities were

split and it occurred.
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And a simlar sort of thing, if one day the
medi cal use program of MN\SS all of a sudden all the enpl oyees
wer e DHHS enpl oyees in sone new part of the FDA or sone new
branch of DHSS, it could be done. | nmean that's an
adm ni strative problem

DR. HOLAHAN: Ckay.

CHAl RMAN SI EGEL: And it doesn't necessarily
inply that there is a regulatory gap and that the public
health and safety will go down the drain during the period
whi | e people are running around |ike chickens with their heads
cut off trying to figure out what to do because | can't
concei ve that our governnent is going to |let that happen. |
nmean there will be a well-ordered transition plan worked out

now matter how the authority is shifted, if it's shifted

within the federal governnment. It won't go according to
cl ockwork, but there will be a plan.
MEMBER SWANSON: | al so think, you know, and part

of the reason why | made that suggestion is | think, if we're
going to do this practically, you' ve got to build on the
agreenent state programwhich is -- | nmean you're going down
the line towards where this wants to go anyway with your
agreenment state program so it would be foolish not to build
on that existing programto get where this report wants to go.
| mean to just drop it and say we're going to start over from

scratch doesn't make a | ot of practical sense to nme, okay.
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CHAI RMAN SIEGEL: And | can't envision Congress

doi ng t hat.

MEMBER SWANSON: | can't either.

CHAI RMAN SIEGEL: | just can't see Congress
saying as of this date the NRC stops, as of this date a new

federal agency that has to start from scratch begins to

process. It just seems illogical that they would do it that
way. They occasionally do things that are illogical, but this
thing is even nore illogical than usual.

Jef f?

MEMBER W LLI AMSON: It seens that, you know,
there is an existing process by which non agreenent states can
get converted into agreenent states. And if an congressional
action is going to take five to seven years, surely the
transition would be a |lot easier if in that interval a | ot of
hard work through existing mechani sms were focused on
transform ng non agreenment states into agreenment states. What
are the neans currently at NRC s disposal for affecting such
transitions?

DESI GNATED FEDERAL OFFI CER CAMPER: To agreenent
states you nean?

MEMBER W LLI AMSON: Yes, to induce non agreenent
states to become agreenent states.

DES|I GNATED FEDERAL OFFI CER CAMPER: | think

that's the operative word right there is "inducenent.” | mean
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you have a situation today where a nunber of agreenent states
have chosen to become such, 29 | believe it is, there are a
nunber of others that are in the process, Okl ahom,
Pennsyl vani a, Massachusetts to nmention a few, but ny
observati ons have been that for what reason that process takes
a long tine.

And it's as nmuch -- | nmean a state has to go
t hrough a nunmber of steps to becone an agreenent state. And
typically what slows it down is the state itself. | mean when
we receive the applications fromthe states and then when you
go through a regulation review, a process review, we |ook at
their resources, there's a nunber of hoops they have to junp
t hrough to becone an agreenent state. But | think we go
t hrough that part of it fairly fast, but the states pursue at
different speeds for a whole |ot of different reasons. Some
of which are politics, some of which they have to plant the
idea with a particular |egislator or governor and then see it
ferment over tinme, there are a nunber of reasons.

But | think the problemis, and what you just
said, and that is what wasn't addressed by the commttee, and
I now know why based upon John Rappaport's answer yesterday,
and that is because the idea of exploring the expansion of the
agreenent state program because it enconpasses all materials,
wasn't an option that the committee felt was appropriate to

even consi der because it was beyond the scope of the study.
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But the issue of what do you do to entice those
states, that have not yet chosen to becone agreenent states,
to becone so is a very interesting question.

| woul d envision that things could be done, and
certainly the easy parts are providing technical assistance,
taki ng steps to have them work through sonme type of
cooperative arrangenent froma | earning standpoint with those
states which are currently agreenment states and so forth and
so on are the fairly easy part of it.

The difficult part of it is, is for whatever
reason a nunber of states have sinply chosen not to becone
agreenent states. Sone of that is politically notivated, sone
of it is resources, sonme of it is |ow population density and
therefore they don't feel like they're going to need such a
program | nean we have sone of the states in the west |ike
Wom ng and Montana that have no interest, at |east thus far.
We had | daho, which was an agreenent state that gave the
agreenment back. The governor chose to give the agreenent
back.

So | what you'd have to do is try to find a
mechani sm and | don't really know what that is honestly, to
stinulate those governors of those states which have thus far
opted not to becone agreenent states to do so. There had to
be some carrot in there that made it worthwhile for themto

pursue it.
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CHAI RMAN SI EGEL: You coul d announce that you're

going to increase your fees by a factor of 100 five years
hence --

MEMBER W LLI AMSON: And all the NRCs woul d be up
In armns.

CHAI RMAN SI EGEL: -- and that would be an
enticement for people to becone agreenent states.

MEMBER JONES: How rmuch conpl aints do you have
with those agreenent states, are they really agreenment states
or is that just a euthanistic ternf

DESI GNATED FEDERAL OFFI CER CAMPER: Wel |
actually the agreenent state program | think is working very
well. In fact |I thought Bob did a very el oquent job of making
some comments about the agreement state program And |'monly
going to add to what he said, the agreenent states go through
a very rigorous process to becone agreenent states. They go
t hrough a very scrutinise review by our agency in ternms of
the regulations. W, nmuch to their chagrin, we inpose upon
them conpatibility. And we view them as co-regul ators worKking
together to insure public health and safety. They don't I|ike
the conpatibility word, but we inpose upon them adequacy of
regul ati ons and conpatibility. Adequacy is al nost never an
i ssue. Conpatibility can be an issue.

The inmpact review that Bob referred to is a

rigorous review of their program We provide training to the
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agreenent states. W interface with their managenment through
wor ki ng groups. And | think by and | arge the program works
very well.

By contract, those states that are not agreenent
states, we have mniml interaction with the regulators. W
do interface with the CRCPD. W do review suggested state
regulations. But it's nuch nore aggressive and formal on the
agreenent state side than on the non agreenent.

MEMBER SWANSON: Coul d you foresee a scenario
where you could have |ike agreenent state conpacts or there
coul d be cooperative agreenents between states to have one
state regul ate for another state, for exanple to cover your
probl ens with Montana and Wom ng?

DESI GNATED FEDERAL OFFI CER CAMPER: Well, | don't
know. Anything is possible |I guess, but personally | doubt it
because | think again you get into, you know, parochialism and
territoriality and preferences within particular state borders
for howto do things. And, you know, we have a nodel that's
wor ked with varyi ng degrees of success, the conpacts created
by the Low Level Radi oactive Waste Policy Act. W're now 16
years or so into that thing. This has varying degrees of
success.

MEMBER SWANSON: | think it's a very different

i ssue that we're tal king about.
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DES|I GNATED FEDERAL OFFI CER CAMPER: ©Oh, it is a

very different issue. But |I'msaying there is a nodel that
has sonme different degrees of success. But | guess it's
possi ble, but I think there is a |ot of things to overcone to
achi eve that particul ar nodel.

CHAI RMAN SI EGEL: We could privatize it.

DESI GNATED FEDERAL OFFI CER CAMPER: We coul d do
t hat too.

CHAI RMAN SI EGEL: That's anot her approach. |
mean | nentioned yesterday, you know, just kind of jokingly,
Col orado taking over and doing the job for Wom ng, but | nmean
taken to an extrene that argunent could be that you could
privatize the business of nuclear regulation or ionizing
radi ation regulation. [I'mnot quite sure the United States is
ready for that concept yet, but.

DESI GNATED FEDERAL OFFI CER CAMPER: Well, even in
t he acadeny's nodel, at one point they talk about this idea of
states form ng consortiuns to assist each other in providing
the regul atory services that are needed to carry out a viable
program | guess that's certainly possible. | nean |
woul dn't rule themout. | know that there was a great deal of
preference fromstate to state within its boundaries as to how
It wants to regulate materials uses, but it's certainly
possi bl e.

CHAl RMAN SI EGEL: Eric, you had a coment?
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MEMBER JONES: Well, I'mnot sure | should say

this, but I was thinking back a few years ago when | was on

t he outside and not working with the federal agency and the
entire radi opharmaceutical program was shifted fromthe NRC to
the FDA, |I'mnot sure that ny coll eagues out n the comunity
are entirely happy with what we were doing with the regul ation
of drugs. And | just wonder, if we did the sanme thing with
shifting the radiation control over, whether we'd be any
happier with that as a community.

In other words | guess | feel very cautious about
the | OM suggestion of moving this NRC. And I'mnot clear in
my m nd how nuch control NRC would retain, how nuch
responsi bility would be noved into DHHS.

CHAl RMAN SIEGEL: Right. | nmean | agree wth
that concern. And particularly the issue of how you separate
one part of the materials program from another part of the
materials program It's still a little bit, nore than a
little bit, it's unclear to ne exactly how that occurs. And
al though | suppose it's possible that all material uses in
medi cal institutions could come under the purview of this new
organi zation and the states, it seens awkward that there would
be parallel tracks for well-1ogging on the one hand regul at ed
by the NRC in 21 states and for nmedical uses now regul ated by

the state with DHHS.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

354

So, you know, all the states becon ng agreenent
states coupled with oversight of the nmedical stuff in a health
rel ated agency is kind of the cleanest way to deal with the
whol e thing simultaneously.

The mechanics are still not clear to me, but I
think that although | agree with you, Eric, that the community
I's not overwhel mngly pleased with all the things that the
Food & Drug Adm nistration has done for the furtherance of
nucl ear nedicine, | think that conparing pre-1975 with post-
1975 behavior is potentially dangerous because the character
of drug devel opnent changed. A lot of things changed that
woul d have nmade the old Atom ¢ Energy Comm ssion approach nore
awkwar d.

And so, could the FDA have done better? Sure,
the FDA could have done better. But let's assunme that the
NRC had decided that it all of a sudden wanted to tighten up
its approach to letter radi opharnmaceuticals out on to the
mar ket place under the old Atom ¢ Energy Commi ssion Authority,
I think we would have had a far, far nore difficult tine
convincing five NRC comm ssioners that there was a drug | ag
rel ated to radi opharnmaceuticals that needed to be dealt wth.
Then we woul d have been tal king to physicians in the position
of comm ssioner and the Food and Drug Adm nistration, and the
Assi stant Secretary for Health or whatever | evel we chose to

target.
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So | don't think the mere fact that it noved to
FDA is intrinsically a m stake. And ny personal belief is
that | would rather be discussing this whole regulatory schem
with an agency that deals with overall health issues rather
than with an agency that deals with just radiation issues and
is worrying about zero tolerance reactors as 98 percent of
what it does for a living. Just the mnd set |I'd rather be
focused on. Personal preference.

And you m ght prove to be right, but it will only
be because it just didn't evolve the right way, not because
the FDA was intrinsically the wong place for it to go, in ny
opi ni on.

Ot hers?

So did we answer this question or not really?

DES|I GNATED FEDERAL OFFI CER CAMPER: One of the
things we | ook forward to, getting back to Jeffrey's point, as
Trish Hol ahan nentioned early on, we have sent this report out
to all the governors of the 50 states and have asked for
feedback in terns of their inpressions of the recommendati on,
what the inpact would be upon their states, how | ong would it
take to affect such a change, so forth and so on. | don't
know t o what degree that in and of itself will stinulate
further dialogue or interest in those governors with the

agreenment state programs, but it may have sone inpact in that
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regard. But it's premature yet to be able to say, | just
don't know.

CHAI RMAN SI EGEL: Any npore conments on item six?

MEMBER FLYNN: Just one nore conmment.

CHAI RMAN SI EGEL:  Yes.

MEMBER FLYNN: | was just | ooking at sone of the
list of non agreenent states, and the non agreenent states
t hese are sonme of them Al aska, |daho, Montana, West Virginia,
Wom ng, Del aware, Vernont, and Washington, D.C. is a non
agreenent state. And | think that sonme of these will, [|ike
Al aska for exanple, very sparse popul ation, very disbursed.
In Alaska, and | just had to go through this recently, there
are three radi ation oncologist in the state of Al aska, so
we' re tal king about sonme areas with very sparse resources, and
maybe not a | ot of people who can put a lot of their tine into
trying to devise a program

So | think it's really inportant that when you
dismantl e Part 35, again ny suggestion would be to come up
with some very mnimal, not highly regulated, very m nim
core values | guess to see how these states, or howis
Washi ngton, D.C. for exanple, |ooking at non byproduct
material, are they? | nean how are x-ray machines in
Washi ngton, D.C. handl ed? How are they handled in Al aska?

Just to gather the information, not to encourage themto
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regul ate nmore, but just see what are they doing right now.
mean | don't know.

CHAI RMAN SI EGEL: | think the conclusion to six
is, is that any precipitous deletion of NRC authority sinply
doesn't nake sense. And | suppose it's good to be prepared
for it, I just can't imgine it happening. | agree with you
this is going to occur by an orderly transition of sonme sort
assum ng Congress decides to act on this. And there will be
confusion during the period of transition because there w ||
be sone dual regulation for a while, but that's the only way
we're going to get to a better circunstance because there's no
magi cal solution to this unfortunately.

So anything el se or have we pretty nuch done
this?

Seven, | don't think we explicitly did seven, but
I think we've addressed seven about how to insure uniform
protection of patients in the |Iight of potential differences
in state priorities, industry pressure and consuner interest.
We basically addressed seven by saying we voted for Dwth
teeth, right, or E?

And we've already dealt with 10 and 11. So where
do we stand?

MEMBER BERMAN: Barry?

CHAl RMAN SI EGEL:  Yes.
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MEMBER BERMAN: Just if we're going to skip

seven, one thing that Dennis brought out yesterday in
guestioning the people fromthe IOMwas that | think we're
uncertain as to who makes up the CRCPD. And it seens as
t hough the CRCPD was a conveni ent group, a nmechanismfor the
IOMto turn to to help generate some kind of a uniform
standards. And it's not really very well, it probably isn't
as a group, as well developed as it would have to be in order
to really function well if the NRC were to di sappear from
their activity.

And | think it would be good of us to be
consi dering that strengthening the CRCPD woul d be an i nportant
part of this new approach, if it were to conme into effect.

CHAI RMAN SI EGEL: Actually I think we were even
stronger than that because we were essentially saying that
some central federal authority still needed to be present.
And that won't nake the CRCPD superfluous, but if the
st andards get devel oped by the central federal authority, then
the standard state regulations of the CRCPD will in fact
foll ow what the federal authority has done.

Do you have a comment ?

MEMBER QUI LLIN: The Conference on Radi ati on
Control Program Directors is an organi zati on whose nmenbership
is basically the 50 states and the Territories also. The

voting nmenbership or the programdirectors and I ama voting
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member for an exanple, there is an executive office in
Frankfurt, Kentucky and the work of the conference goes on
t hrough a nunber of different conm ttees.

Dick Gross nentioned yesterday the commttee that
| ooks at the suggested state regul ations, but there are
commttees that | ook at other issues too. And they are also
i ai sons to various professional groups. For exanple | ama
liaison to the Anmerican National Standards Institute for the
conference, and | follow the ANSI activities and make a report
periodically on that

The fundanental activity that the conference does
that relates to this report is the suggested state
regul ations. And that activity has changed somewhat in the
past few years to try to expedite the regulatory process, the
devel opnent of regul ations, and to get themout in a rmuch
earlier form

Just to reiterate what Dick said yesterday, those
regul ati ons are devel oped by a commttee which consists of
state and federal participation and al so outside participation
by interested parties. Representatives of the American
Col | ege of Radi ol ogy for exanple frequently work with the
comm ttee on nedical issues. And non nedically you'll see
I ndustry representives dependi ng upon what industry is being

af fected for exanpl e.
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So it's an organization which | think has been
very effective over the years. The challenge it faces, as
alluded to in these two IOMreports is the fact that it's
federally funded. The vast majority of its funds conme from
the federal agencies. And as the federal agencies' funding
has been cut back, the CRCPD s funding is |ikew se threatened
with reduction. So the question is, you know, how are they
going to be funded in the future to continue their activities.

CHAI RVAN SI EGEL: Lou?

MEMBER WAGNER: W thin the CRCPD | guess the
regul ati ons are nade and the voting nenbers come up with some
consensus. Wuld you give nme sone i dea how many of the voting
members are actually practicing nmedical people, Ms, nedical
physi ci sts, people who actually are practicing?

MEMBER QUI LLIN:  None of them are because we're
tal ki ng about the people in the conference are basically the
state radiation control programdirectors and their staffs.
These are not people who practice nmedicine on the side.

MEMBER WAGNER:  And my criticism | guess by
handi ng this over and nmaking them such an authority is that
you' re going to have the sane problem we've got now. Because
within the NRC one of the biggest criticisns is the |ack of
medi cal input, and it's the sanme darn problem And | guess,
if I wanted to give advice to the NRCis how to change their

programto be nore effective, it would be to incorporate nore



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

361

medi cal professionals into the regul atory maki ng and
enf orcenent process. And to figure out a way to get that to
go.

This comm ttee, |ook at the conposition of this
commttee, and | ook at the recomendati ons we have given you
in the past, and | ook at our record in ternms of what we've
done, how you've gone against it and then what's conme back to
you.

| nmean | think that there is a ot of |essons to
be | earned here. | don't wish to have those who are
regul ating conpletely dom nate the whole thing, but | think
you need a stronger hand as to when the people who are going
to be regulating it to get a stronger hand about the input on
how this regulation is going to affect the practice. And |
think this commttee has been very effective at being
extrenmely concerned about protection of people, about
professionally perform ng the duties correctly, and doing the
right thing for the people of this country. And that's what
we need as better input in the regulatory process.

DESI GNATED FEDERAL OFFI CER CAMPER: Just a
comment on that, Lou. | believe that this conmttee has
i ncreasingly done the very thing that you' re alluding to.
|'"ve watched this commttee certainly growin the |ast six
years in ternms of its involvenent. And it's gone from what

was pre-1990, arguably a fairly nodest technical advisory
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commttee, into a committee that has increasingly affected
policy not only in terms of specific rul emakings, but has
increasingly affected policy in terns of which way the agency
should go with its nedical use program

| mean | think, and |I've heard Barry coment,
that we've certainly, you know, bring things to us sooner.
Not only when you have a consensual nodel that now is enbodi ed
wi thin proposed regul atory | anguage, and we've done that.
Now, the QM Rul e was debated by this conmttee, but the QM
Rul e, the devel opnent of it also predated the changes in this
comm ttee which occurred in 1990. But if you |l ook at the
patient release rule for exanple, | think this commttee had a
prof ound i npact upon the patient release rule.

And | think that all of us agree that this
comm ttee has increasingly worked the way that we wanted to
wor k and has inpacted policy. And | think it's healthy, alive
and doing well. And | agree that it's essential that that
occur .

In addition to that the Comm ssion started its
Medi cal Visiting Fellows Program We have Dr. Pollycove who
has been on the staff with us now for several years, and of
course Dr. Rotman, the radiopharmaci st was there. So | think
in fairness to the Commi ssion it has made a nunber of changes
to be receptive to the nmedical community and to try to get

nore input. | mean the idea that the commttee is chaired by
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one of the nmenber of the committee and so forth, it was a
change. So | think they've been receptive.

Now, could we go further? Perhaps. One of the -

- we have in the agency is the idea of full tinme physicians on
the staff. Frankly |I don't think there's a lot for themto do
on a full tinme ongoing basis. Therefore, now Dr. Pollycove
has been very effective and useful to us in terns of

reviewi ng. For exanple, he played an active role in doing the
radi opharmacy guide which is currently under devel opment and
about to be published for comment.

But keeping a full time position busy in an
ongoi ng fashion is sonething that you have to ask the nerits
of that. By the sanme token, | think the approach the
Comm ssi on has taken thus far to get that active input is
working well. Can we do nore? Probably so. But | think it's
wor ki ng pretty well.

So | agree with you in ternms of the input, and I
think that the commttee can help us nake the revision to Part
35. And if we're to stay in the gane, | think that this
commttee will play an active role in getting a revision of
Part 35, and we'll probably end up with a |ot nore reasonable
regulation as a result thereof.

CHAI RVAN SI EGEL:  Yes.

MEMBER WAGNER: Just one other issue and that is

that not only in the rul emaki ng process, and | really



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

364

appreci ate the changes that have occurred, they clearly have
made an inpact. But also in the enforcenent area, that's
anot her issue. More nedical professionals should be invol ved
in that enforcement process and the decisions about how to
enforce what is on the books.

And | think that the onerous issues have been
brought to the attention of the past and they have been
sonewhat ignored in terns of the enforcenent. W need a
cooperative effort fromthe agency with the nmedical regul ated
community to exchange information and to perform enforcenent
in such a way that it encourages the exchange of information
about how things go wong so that we can better inprove these
things in the future.

Ri ght now it's the onerous task of enforcenent.
| think there is a |lot of regul ated people out there who woul d
rat her keep shut about any problens, keep their mouth shut
about it and not bring it up to the attention of people simly
because they fear what can happen with regard to the
enf orcenent issues.

MEMBER W LLI AMSON: Well, | think it would be
hel pful, maybe, to have sonme sort of a basic sense of what is
the sort of breakdown of professional qualifications in FDA
and in NRC. So I'll ask, in your reactor regulation division
whi ch, as | understand, is your |argest focus, what percentage

of the professional enforcenment and rul emaki ng people are ex-
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heal t h physicists and nucl ear

in the medical program how nmany nedi cal

practitioners are represented.

both sides of the house have within

for exanple, on the reactor side you're

engi neers, other types of

and a very large percent, and I

don't know exactly what it is, but a very l|large percent have

field experience within the reactor power industry. Some are

w th nucl ear Navy,

sone are with the various utilities. But |

woul d say there is a very high percentage.

Now,

medi cal program because

backgrounds of all

| could speak nore specifically to the

have nore famliarity with the

t he individuals that we have. There with

per haps the exception of one or two people, every nenber of

the medi cal program staff conmes from either an engi neering or

physi cs background associated with nmedical u se of ionizing

radi ati on and has field experience, every one of them

A nunber

of us have been RSGs or assistant RSOs,

or consultants in the private industry. W have no physicians

on the staff with the exception of Dr. Pollycove, but we do

have staff that

appl i cations of

has an active understandi ng of therapeutic

i oni zing radiation, research applications of

i oni zing radiation. Most of us,

t hi nk of one or

per haps two t hat

as | say, | can only really

have not actually had
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extensive dealings with it -- for exanple radiation oncol ogy,
medi cal physics and health physics, and nedi cal research.

DESI GNATED FEDERAL OFFI CER CAMPER: Even | can
di stingui sh between health physics and practicing radiation
oncol ogy physics or nucl ear --

MEMBER W LLI AMSON:  ©Oh, so would I. |I'm aware of
t he distinction.

CHAI RMAN SI EGEL: Any other comrents on this
general issue that we're on?

Al right, failing that I think we've actually
reached --

MEMBER BERMAN:. Barry, | guess just one nore.
Bob Quillin earlier today made I think a very thought-out
conmment about what he thought would be the inpact of the
change if the Institute of Medicine report is enacted. And I
t hought that his comments actually were good background to our
suggestions. What |I'msaying is that | thought that Bob
Quillin's earlier coments were potentially inportant
background to the rational e behind our suggestion as a new
alternative to be considered. Because | thought that they
took into account the potential several changes that woul d be
potentially -- several aspects of the programthat's currently
in place that m ght be lost with a new system if the

Institute of Medicine plans to sinply enact it as is.
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For exampl e the comrent about the periodic
i nspections of the relationship between agreenent states and
the NRC, acting as kind of like a JCHO review, it inproves the
qual ity of what the agreenment states are doing, but that m ght
be | ost.

So ny suggestion was that in sonme way that those
comrents could be highlighted in relationship to our proposal.

CHAI RMAN SI EGEL: Ckay.

Any ot her comrents?

Jef f?

MEMBER W LLI AMSON: |Is there a sense that another
recommendati on of the Institute of Medicine report is being
di sagreed with, nanely that the Council of Radiation Program
Directors, you know, be the responsible entity for drafting a
nore uni form set of regul ations?

CHAI RMAN SI EGEL: | think that was built in with
Dwth teeth.

MEMBER W LLI AMSON:  Yes.

CHAI RMAN SIEGEL: And for E. They seened, |'m
not saying they're throwi ng the baby out with the bath water
conpletely, but it seens to ne that we believe that the way to
get uniformty is through sonme central authority that has the
ability to inpose that level of uniformty.

And | mean the problemw th the CRCPD, unless --

state regulations is the word "suggested,"” and they either can
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or cannot be adopted and they run the risk of 50 different
versions of Part 20. And that's just not acceptable, at |east
in my way of thinking.

Al right, | think we've beat this baby to death.
And we have reached the end of this discussion.

Unfortunately neither Cindy Jones or John G enn are presently
avai l able. We have reason to believe that John G enn m ght be
finished with a neeting in a few m nutes, but we don't know
that for a fact.

DR. HOLAHAN: No, not until noon.

CHAI RMAN SI EGEL: No, not until noon. WII| he be
avai |l abl e at noon, do we know t hat?

DR. HOLAHAN: We don't know.

CHAl RMAN SI EGEL: So we're still in linmbo. Well,
the problemis I don't want to break for lunch until 1:00
o' clock. Any change we can get better data if we took another
ten mnute break to find out what's going on or are we |likely
to have the best data we're going to get at the nonment?

Let's just scratch for five mnutes and see if we
can just get a better sense whether these fol ks m ght be
avai | abl e.

(Wher eupon, at 11:13 a.m, off the record until
11:30 a. m)

CHAl RMAN SI EGEL: We cannot | ocate any of the

fol ks that were supposed to speak to us originally at 2:00
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o' cl ock and are now planning on speaking to us at 1:00
o' cl ock.

We do have a few admi nistrative issues that we
can deal with. And what we're going to do is break for |unch
now and be reconvened at 12:30 with the hope that they wl|
have shown up, and maybe we'll have reached them by 12:30 and,
if not, we'll deal with the adm nistrative issues between
12: 30 and 1:00, and then we'll be back at the planned revised
1: 00 o' clock time and we'll get out of here.

So | unch.

(Wher eupon, at 11:30 a.m, the proceedings in the
above-entitled matter were adjourned to reconvene this sane

day at 12:30 p.m)
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A-F-T-E-FR-N-OON P-ROGCEEDI-NGS
(12:39 p.m)

CHAI RMAN SI EGEL: We're back on the record. Hope
everyone enjoyed lunch. W expect to get onto our next topic
at around 10 till 1:00 or so, so we can deal with a few
adm nistrative matters before we do.

First is the issue of whether or not we need to
have the currently schedul ed, at |east tentatively, neeting in
April. | think the dates April 22 and 23. Does that -- 23rd
and 24th is what we had previously bl ocked out based on
cal endar review. \Whether or not we would need that neeting
depended on in part what we acconplished at this nmeeting, and
dependi ng on whet her ot her burning issues of the day remai ned
to be resol ved.

So | think the way we need to answer the question
Is just first for nme to ask Larry and Trish whether there are
operational type issues that you need ACMJ input on or rules
in progress that would conme up as early as the April tine
frame.

MR. CAMPER: To a |arge degree, that woul d depend
upon what action the Conm ssion decides to take on the next 30
days. | think that there are a nunber of technical issues
that we could explore with the commttee as we nornally do.

For exanple, an agenda itemthat's not on the

agenda today would be sone type of updating or status report
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on the patient relief rule, for exanple. Certainly as always
there's a nunber -- we can certainly put together an effective
and neani ngful technical agenda for a one-day neeting.

However, having said that, again though |I think that a major
determ nant is what the comm ssion decides to do in the near-
term future.

CHAl RMAN SI EGEL: Okay. Having heard that, are
there specific itenms that any of us have in mnd that even
barring that, you would think would warrant an April neeting?

MEMBER FLYNN: If we didn't have an Apri
meeting, when would the next nmeeting be, in the fall?

CHAI RMAN SIEGEL: Either in the fall or depending
on the next part of the adm nistrative discussion. |If we have
a conm ssion briefing then we would al nost certainly need a
pre-nmeeting to make certain that what we were going to do at
the comm ssion briefing made sense, and that we're all in
agreenment on it.

If we do it that way, then we would potentially
have the opportunity to do sone business in addition to
getting ready for the conm ssion briefing as part of our
neeting prior to the conm ssion briefing.

But ot herwi se, the next nmeeting would be the
regul arly scheduled fall neeting, which hasn't been schedul ed
yet, but it would be Judy's neeting. You would shoot for the

October time frame presumably. Dan.
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MEMBER SWANSON: At our |ast neeting, we had

di scussed the possibility of having a Friday session foll ow ng
this one, that was going to deal with specifically | ooking at
limted diagnostic -- requirenents for |imted diagnostic use.

What happened with that discussion?

MR. CAMPER: Well, it's still alive as far as we
are concerned. This neeting of course was a special neeting
to deal with the NAS report exclusively. W did add on two
additional itenms at the request of the chairman.

But from our vantage point, if the committee
wanted to focus on the T&E issue or nore specifically, what
type of training should be in place for limted uses of
materials, | mean that's certainly something we coul d work
with you on if you feel it's inportant to talk about it, a
timely subject.

MEMBER BERMAN: | guess the only consideration is
if the Institute of Medicine Report is enacted, then | think
t hat whol e di scussi on woul d becone neani ngl ess, redundant. So
| think we probably should wait to see what the outcone is of
the Comm ssion determ nation on how to handl e the report.

MR. CAMPER: There's two ways to | ook at a
potential April neeting. You can have an April nmeeting where
an agenda woul d be created along the nore classical |ines that
woul d have different issues. O you can have a neeting where

t he agenda woul d focus upon what the agency is doing at that
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time as a result of any decision the Comm ssion m ght have
made.

CHAI RVAN SI EGEL: But if we do that, | think
April may be a little premature.

MR. CAMPER: Possi bly.

CHAI RMAN SI EGEL: That just seens |ike not enough
wi || have happened yet, is ny gut feeling.

My inclination is to say that we ought to keep
the April dates on the book, but recognize that there's better
t han even chance that we're not going to have that neeting.
Let's wait and see what the Comm ssion says. |If it |ooks I|ike
there really is a strong reason for us to go forward with an
April nmeeting based on what this comm ssion does with its
initial reaction to the NAS report.

Like if the comm ssion says we don't think any of
this is going to fly, but rebuild part 35, then we ought to
have a neeting that attacks training and experience as a major
conponent .

MR. CAMPER. O for that matter, again as | said,
we have submitted a plan to the Commi ssion. |'m not at
liberty to discuss publicly the details of that plan at this
noment in time. But the staff has submtted a plan to the
Comm ssion for its consideration as to how to process and to

proceed with the NAS report that we have.
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Even though I'mnot at liberty to discuss the
plan, | would say the following. |If in fact the Conm ssion
decides to go with the staff plan, then a commttee neeting
woul d be of value to discuss the plan, how we're going to
proceed, sone of the plan elenments of that overall plan, and
so forth and so on. That could be of utility. | can readily
see why that would be useful

But again, | won't know until we get feedback
fromthe Comm ssion.

CHAI RMAN SIEGEL: So we'll just |eave those dates
open for right now.

The second item was, as you heard earlier today,
we' ve had a request from Chairman Jackson to provide a
conm ssion review. W haven't done one -- it's been a couple
of years now. She was asking for sonmething around My.

My initial reaction was uggh. That's U-GGH for
the transcriptionist, because of the fact that my next three
nonths are awful to say the least. |1'mout of the country for
12 of the days in May and have sone requirenment to actually
earn ny living the normal way sone of the nonths -- sone of
the days that I amin town.

What the comm ssioners apparently wi sh to hear
about is our thoughts about the NAS IOMreport. Obviously
we' ve done a |l ot of work over the |last day and a quarter or

day in a half crystallizing our thinking. I'mstill alittle
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bit reticent to suggest that this commttee has done all of
its homework with respect to the NAS | OM report.

We punched sone holes in the report, and it's an
appropriate form of peer review. The individuals who have
expertise in the sanme matters that they reviewed, and we gave
our inpressions and we have our preferences and our concepts.

But to say that we have constructed the
equi val ent of that report and have come up with a carefully
consi dered detailed plan for getting frompoint Ato point D
with teeth, no pun intended, | think would be unfair. W've
tal ked about it and we've talked at length, but I don't think
we' d be prepared to sit down and draft a docunent that is the
mnority report repaired by the ACMJ in supplenent to the NAS
| OM report.

So one concern that | have about giving our
recomendations to the Conmi ssion as early as May is that |
think that -- we're going to concatenate a little bit here, |
think that we depend on hearing what the staff is being
directed to do and which the direction the Conm ssion is
| eani ng, to know whet her we can then give our advice about
t hose particul ar | eanings.

So if we knew all of that by May, then | could
concei vably squeeze a May conmm ssion briefing in with a

commttee nmeeting the day before. M gut feeling is is that
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it's going to get delayed into June or sonmething |ike that.
That is just nmy sense.

| think the best we can do is ask you to pl ease
pass that information back through the EDO to the
comm ssioners for us and say that we weren't sure we were
going to be ready to neet with themin May.

MR. CAMPER: Ckay. We can do that.

CHAI RMAN SI EGEL: Do any of you wish to
substantially disagree with that? |[|'mnot sure that junping
in in May buys us very nuch, until we're a little bit clearer
what the agency's response is to the NAS report. Bob.

MEMBER QUI LLIN: Do you have any idea what the
time lines are in assessing this report fromthe agency?

MR. CAMPER: Well yes and no. | know the tine
i ne suggested in staff's plan to the Comm ssion for how to
proceed with the NAS report. \What | don't know is how
pronptly the commission will get back to the staff on the
pl an.

At the outset of this neeting, Dr. Cool pointed
out several possibilities. You know, the comm ssion could
| ook at the staff's plan and say, yes, that's what we think we
shoul d do, please go do that. O they m ght say, go do that
with this nodification. O they mght opt to roll it into the
strategic assessnment initiative that is underway currently,

whi ch has a tineline along the sumrer nonths.
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It's just, it's difficult to say at this nonent
until | get nmore feedback from where the Comm ssion is going.

Now having said this though, again though |I can
readily see again that if the Conm ssion were to opt to go
with the staff's plan, that an April neeting for further
del i beration by this conmttee on the NAS report, and perhaps
a nmore clear articulation of the alternative what you think is
your choice, m ght be useful.

But again, | can't say too nuch about that at
this point, until | get feedback fromthe Conm ssion as to
whet her or not they want to endorse our plan. That is all |
can say about the timng of this plan.

CHAI RMAN SI EGEL: Jeff, you had a coment?

MEMBER W LLI AMSON: | was just wonderi ng what
role any briefing this commttee would nake to the Commi ssion
woul d sort of -- what role that would play in their
del i berations, both over your staff inplenentation --

MR. CAMPER: | think it's extrenmely valuable. |
mean various chairnmen can speak fromhis own experience. But
my observation about the inportance the comm ssion has pl aced
upon this commttee in how it does its business and the role
it plays has increased substantially.

| know the briefings that I have seen, | nean

there was an active viable briefing |I thought.
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MEMBER W LLI AMSON: | guess | was asking a nore

specific question. Do they want sone imredi ate i nput from us
in the course of making sonme decision about your proposal
before them currently?

CHAI RVAN SI EGEL: They'll get sone input by way
of the m nutes of this neeting, which pass to Don Cool, and
then from Don Cool to the EDO. Fromthe EDO, to the
Commi ssion. This is not a conmttee that reports directly to
the comm ssion. It reports to the director of -- actually
Carl .

MR. CAMPER: No. It's actually Don, regional
di rector of --

CHAI RMAN SI EGEL: It's Don, okay.

MEMBER W LLI AMSON: What is EDO, by the way?

MR. CAMPER: Executive Director of Operations.

MEMBER FLYNN: | renenber that two years ago,
that some of the commi ssioners actually read the transcripts
and had prepared questions. They were well prepared two years
ago to our commttee. They wanted to get a second opinion and
al so ask specific questions.

CHAI RMAN SIEGEL: | agree with what Larry said.
VWhen there have been substantive issues to discuss, the
eyeball to eyeball nmeetings with the conm ssioners have been |
think quite effective. W' ve had an opportunity to get our

medi cal viewpoint laid in front of themquite clearly and the
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i nt erchange has been useful. W've had a chance to understand
their viewpoint. It has been very worthwhile.

My only point of being a little bit hedgy about
all this is as worthwhile as it is, it is a noderate amunt of
work for the chairman of this commttee to prepare for a
Comm ssion briefing. Consequently, | want to nmake sure that
any time | still have to do a Conmm ssion briefing, and | think
| can probably speak for Judith, that we have inportant issues
to take to the Comm ssion, so we don't just prepare sone
slides that have fluffy things on them and kind of smle at
each other across the table in the other buil ding.

MR. CAMPER: Well, two points. One on Jeffrey's
comment. What we understand at this point, Jeffrey, is that
t he chai rman has expressed an interest in knowi ng what this
commttee's reaction to the 1OM report was.

Secondly, --

MEMBER W LLI AMSON: Is this a tinm ng question
then? | nean June or July, should we suggest a June or July?

CHAI RMAN SI EGEL: Why don't we defray the answer
to that question until | get the chance to | ook at my cal endar
and |l et Torre know what it | ooks I|ike.

| think May is -- I"manticipating particularly
tricky. But June or July m ght be better. But | want to | ook
at nmy calendar since | intentionally don't carry it with ne so

| never have to commt while |I'mon the road.
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MEMBER BERMAN: I n terns of timng for substitute

i nput to the comm ssioners, | wouldn't think there would be a
nore inportant tinme than this one, where the whol e nature of
the NRC s involvenent in nedicine is now being brought into
question. This is a commttee that they've worked with in the
past. They have an outside blue ribbon panel making a
suggestion as to how things should be changed. | would think
that input fromtheir own advisory conmmttee m ght be very

i nport ant .

CHAI RMAN SIEGEL: | don't disagree, but | just
want to reiterate the point I made that one of the things we
criticized about the NAS report in ternms of sone of the things
t hey recommended was that they didn't seemto have the data
t hat woul d support all their recomendati ons.

For us to go forward with our recomrended
alteration without necessarily having the clear data to
support our alternative recomendation puts us in just as
awkward a position | think.

So that's why | am being cagey. | just -- |
agree that it's inportant. |[|'m not saying we should put it
off indefinitely. [I'mjust not sure that May is the right
time, and that we'll know enough about the process.

| think that today -- yesterday and today's i nput

will reach the comm ssioners.
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MR. CAMPER: The commi ssion will be provided with

a copy of the transcript and of the m nutes.

MEMBER STITT: And how would a neeting with them
-- it wuld be different, | understand how, but would we be
trying to acconplish sonmething different when we neet with
t hem t han having themread the transcript?

CHAI RMAN SIEGEL: It is just nore effective to
talk to people face to face and have them ask questions about
why -- | nean, just like we did with John Villforth and Kate
Loui se yesterday. How did you reach that conclusion and try
to probe a little bit, rather than just reading the witten
m nutes, which will by their very nature be telegraphic.

MEMBER STITT: There are a coupl e of other
guestions. If that's the nature of what the neeting would be,
is June or July a reasonable time? |Is that distant? | think
part of the problemis I don't understand what the next steps
woul d be. It nmay be that no one knows what the next step
woul d be.

CHAI RMAN SIEGEL: That is what | amreally
suggesting is, is that we sit tight until we see what the next
step is. If it looks like the Comm ssion reacts to this
staff's suggestions in a way that suggests that all this is on
a very fast track, then | will just reconsider everything I

said and we'll come here in April and we'll talk about this
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nore, and we'll plan a Comm ssion briefing sone tine in Muy.
That's what we'l| do.

' m saying we just need to maintain our
flexibility now.

MR. CAMPER: VWhat | was going to do was to --
we'll provide themwi th the transcript and the m nutes as
pronptly as we can. We'll also share with themthe tineline
f eedback that we've had thus far

We'Il also ask the EDO to pul se the Conm ssion as
to whether or not they feel there is a sense of urgency to
have a briefing by the ACMJI or the chairman of the ACMJI as
part of their deliberative process.

If we get a signal back that we really do want to
see it now, because it's inportant to decisionmaki ng now, we'd
try to figure out a way to nake it happen.

CHAl RMAN SI EGEL: Jeff.

MEMBER W LLI AMSON: What data col |l ection do we
need to undergo? | guess you nentioned that we're | acking
data to support our preferred suggestion. Clearly data is
| acking for all sorts of positions one m ght take on this
I ssue, but | guess that raises the question what could we do
to sort of inprove the know edge base?

CHAI RMAN SI EGEL: | don't think there's nuch that
this particular commttee can do in ternms of gathering the

data. That's a good question.
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| mean our biggest concern was what |evel of
state's willingness was to accept all this responsibility that
woul d be ensured.

You may be right, Jeff. | don't know the answer.

I think we just need to let this one percolate for a couple of
weeks and see what happens. Then | know how to reach nearly
all of you by E-mail, a few of you by Fax.

MEMBER WAGNER: W 11 the m nutes of this neeting
reach the Comm ssion before the briefing by the | OW

CHAI RMAN SI EGEL: The transcript could, m nutes
not a chance.

MS. JONES: The transcript can, but it probably
won' t.

MR. CAMPER:. When will the transcript be ready,
Torre?

M5. JONES: |'Il have one copy tonorrow, and I|'1]I
have today's copy on Monday. So we can hand carry them and
bypass all the --

CHAI RMAN SI EGEL: There is a strategy that we
have never used in the past that we could. | amwlling to do
it with your help.

MS. JONES: The only problemis, we have to have
a way to do this and provide the copies.

CHAI RMAN SI EGEL: But there is a strategy, which

is that we could prepare pre-m nutes that would be if Larry,
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Trish, and Torre put their heads together and just quickly and
with nmy help, we drafted out a summary of the key itens of our
recommendation, not the full mnutes, Torre, but literally
outline form It wouldn't contain all the reasoning, but it
woul d at | east have the key el enents and our key answers to

t he questions. Then we could get that as a first round
docunent .

We' ve tal ked about that as an option in the past.
We have actually tal ked about it with the comm ssioners, but
have chosen to follow this approach of the nore forma
m nutes, which take typically about 30 days to produce after
we have the transcript.

There is nothing, | believe, that would prevent
me fromdrafting a memo to Dr. Cool that says the ACMJU nade
the follow ng maj or recommendati ons at its neeting | ast week,
and full mnutes will foll ow

MR. CAMPER: That would be fine. It would be our
preference that we get sonmething to the Conmm ssion depicting
the commttee's viewpoints on the OMreport before they are
briefed by the Acadeny. | think that is very inportant.

MEMBER WAGNER: | think it's very inportant that
t hose points also include the conmttee' s perceptions of
weaknesses within the IOMreport itself. | think it's very
inportant that it contain the perceptions of the weaknesses

within the IOMreport, as perceived by the commttee.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

385
CHAI RMAN SI EGEL: Let's see what we can capture

in a page and a half worth of bullets. | think being
realistic about my tine constraints, it's not going to be the
usual 20 page m nutes.

Ckay. So we've dealt with our admnistrative
i ssues, and now we're right on schedul e.

So we're going to tal k about proposed rul emaki ng,
reporting requirenents for unauthorized use of |icensed
radi oactive material. Cindy Jones from Operations Branch is
here to discuss that with us.

MS. JONES: | took the liberty of three-hole
punchi ng your over heads today.

CHAI RVAN SI EGEL: You have m ssed our discussion
for the last day and a half.

MS. JONES: Yes.

CHAI RMAN SI EGEL: One of the terns we have tal ked
about a lot in the last day and a half is the termthat we
have | abel |l ed government by yo-yo.

MS. JONES: Did | mss nuch?

CHAI RMAN SI EGEL: Do you understand that concept?

MS. JONES: Yes.

Wel | wel cone, everyone. |'msure you have had a
busy time the |last day and a half or so. What ny aimthis
afternoon is, and then John G enn who you are all probably

famliar with after nme, will be discussing sonme of the outcone
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of the recent incident investigation teamreport, which was on
the ingestion of phosphorous 32 at the Massachusetts Institute
of Technol ogy in Canbridge, Massachusetts.

John G enn went as the team | eader of that
report, and of course as was in the Indiana, Pennsylvania
i nci dent which occurred, which Dr. @ enn and | were invol ved
with as others, outcomes -- a fairly substantial report. This
one contains quite a bit of information on internal dosinetry
of this individual that was contam nated, very good reading.

It also contains a response fromMT in regards
to how they responded to this report. So what 1'll be going
over is after we have these incident investigation teans, the
teamis responsible for putting together the findings, both
findi ngs about the licensee, and al so findi ngs about what
NRC s regul ations or regulatory framework provides.

There were a couple of very interesting findings
in this one as well. Just to bring you up to speed on this
I ncident as well as the incident at the National Institutes of
Heal th, which is still ongoing, they were nost |likely the
result of a deliberate act by a know edgeabl e person. Mich
nore beyond that, we're not at liberty to discuss at this
point, since there still is an ongoing investigation at both
MT and at NI H

There al so was an issue about security and

control of radioactive materials at both facilities, in that



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

387

the teamfelt, in particular the IIT, which again is the
I nci dent I nvestigation Teamthat | ooked into the Massachusetts
i ncident, were weak. [|'Ill go over that in a few m nutes.

Managenent oversight of the radiation protection
program was weak as well. 1In addition, one unique aspect of
an incident investigation teamis that we're given no hol ds
barred, so to speak, to |look at the NRC regulations. In this
case, the team found that the regul atory standards as well as
gui dance regarding security control of byproduct material were
inconsistent. We'lIl go over sone of those as well.

MT |licensee overall response was very good. The
i censee did do a very good job as far as the internal
dosinmetry and counting analysis of the individual for sone
nont hs after the event and the intake occurred.

Al so, NRC reporting requirenents are not specific
regardi ng intentional contam nation or by use of deliberate
acts. That primarily is the discussion that John denn wl
go into after ny discussion this afternoon.

There were six major concerns that the 11T cane
up with regarding what inprovenents could be made to either
i censed activities or to regulations. The first one was
security and control of radioactive materials.

The team felt that MT s program for security and
control was not effective to deter or detect diversion of

byproduct material. That's a question that the conm ssion is
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dealing with and the staff was dealing with as we | ook into
both of these investigations.

Part of the recommendation fromthe Executive
Director to the staff was that the staff needs to evaluate the
exi sting regul ati ons regarding security and control, and al so
regardi ng accounting for an inventory of radioactive material.

Current regulations for both limted and
br oadscope |icenses do not address the |evel of detail to
whi ch accounting for radioactive material is required. As a
result, there was a concern regarding 10 CFR 20. 2201 which
requires licensees to report theft or loss of material which
are greater than 10 times the quantity listed in appendi x C,
but it's not clear if this regulation is intended to require
that licensees performinventories to determne if that |evel
of material is there or if there was discrepancy noted in
their inventory.

So there may be a requirenment or a proposal for a
requirement in a regulation which were requirenents.

One of the things that we need to | ook at rather
i mmedi ately, and we proposed to our managenent, is that we
i ssue what is called a policy and guidance directive to both
materials and inspection staff, licensing and inspection staff
in the regions as well as headquarters on what security and

control of radioactive material is.
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A nunber of these incidences were escal ated
enforcenent resulting in severe |level three violations. W
need to be clear, both in our guidance to |icensees as well as
internally consistent so that we have a clear direction on
security and control.

The second recomendati on nmade by the incident
I nvestigation team was that there were a nunber of precursor
events which the team felt could have given either the
licensees in this country or the NRC sone information about
perhaps this was a problemwaiting to happen. Therefore, they
wanted to | ook at how the information was coll ected by the
Office of Evaluation and Operation -- let's see, Analysis and
Operational Data, AEOD, nore acronyns for you to learn -- and
to see how that information can be dissem nated to both
i nspection staff, licensing staff, and |icensees.

The other thing that they found is there was a
number of information and events that were reported in
agreenment states, and how can we get that information to
| i censees about precursor events. Again, John denn wll go
over what kind of events these were.

But the agreenent states are under a voluntary
partici pation program regardi ng how they get their information
on events to our data base. That process is becom ng
automated and it is getting better. There is sonme effort to

improve it. But fromwhen the information comes in to how
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fast it gets out to the people that need it is what needs to
be worked on nore.

We'll also |Iook at the need for international
nucl ear material events, probably through | AEA, International
Atom ¢ Energy Agency, and we'll devel op and work with
i nternational progranms as appropriate, to get that kind of
information again to the people that need it.

One of the other reconmendati ons was for
reporting requirenents. In this case, the team found that the
reporting requirenments were unclear for intake. Specifically
it was regarding this regulation in part 20, which is 2202
regarding licensee's requirenent to notify the NRC in the
event involving |loss of control of |icensed material that may
have caused or threatens to cause a total effect of dose
equi val ent of greater than five remin a period of 24 hours.

There was sone difference of opinion as to how
that would be interpreted. MT, as well as sonme NRC staff
interpreted this to mean that even though the intake may
deliver a total effective dose equivalent of over five rens,
it wll not do so in 24 hours, and therefore, it was not a
reportabl e incident.

This was how MT felt. That was the reason why
they did not report the incident until alnmst two nonths after

it occurred.
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So what the staff is proposing to do is to issue
an information notice which will go out to all licensees
clarifying the requirenents and just to nake the statenents a
consideration that were in part 20 a little bit nore
expl ai nabl e.

Again, it's the intake of radioactive material in
24 hours and that the conmtted effective dose that is
received by an individual during a 50 year period follow ng
t he i ntake.

It didn't seemto be too confusing afterwards,
but when you are in the m ddle of an event --

CHAI RMAN SI EGEL: What does that paragraph in
part 20 say now?

MS. JONES: This is what it says. | didn't bring
a copy of the regulations. But this is what it says.

CHAI RVMAN SI EGEL: That's the current | anguage?

MS. JONES: Yes.

CHAI RMAN SI EGEL: So why were they confused, just
out of curiosity.

M5. JONES: They felt that the total, and perhaps
John can tell me exactly --

DR. GLENN: | don't think this is the wording,
because the word i ntake doesn't appear | don't think. Due to

an intake maybe, but it's not actually the intake in a 24 hour
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period that occurs in the regulations. |If it were, | don't
think it would be a problem

MS. JONES: Yes.

MEMBER WAGNER: What is the regulatory section?

MS. JONES: 2202.

CHAI RMAN SIEGEL: It's not in there. W have an
I nconpl ete part 20.

MS. JONES: What | can do is give you a copy of
that in the correct |anguage.

The current NRC gui dance regardi ng the assignment
of dose requires that the internal dose be assigned to the
cal endar year in which the intake occurred. But MT and a
number of other NRC staff felt that it could be confusing. So
we are issuing an informational notice which basically
restates what the regul ations already have. 2202-B. Part
20. 2202.

MEMBER W LLI AMSON: So it was interpreted that no
reporting had to be done because they felt that five rem or
what ever hadn't been given in 24 hours?

DR. GLENN: That's correct. To be fair to MT,
let me clarify it alittle bit.

They essentially had two factors that they were
taking into account. One is the dose turned out to be two
percent below five rem The IIT did conclude that they had

reason to believe that it threatened to cause an exposure in
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excess of five remearly on. Some of the data indicated it
was over five rem Sonme didn't indicate it was over five rem

So the team did conclude they had reason to
consider reporting it on the basis of a threatened to cause an
exposure above five rem

MS. JONES: And the words threaten to cause are
in the regul ati ons.

DR. GLENN: Right. They never concluded that it
had in fact exceeded five rem |In fact, we concluded that
they canme in slightly under five remat the end.

However, the author did raise this issue that the
reporting requirenent was for the dose received in 24 hours.
They interpreted that to be actual energy deposited in tissue
over a 24 hour period.

MEMBER WAGNER: Yes. The wording is quite clear.
Twenty four hour notification. Each |licensee shall within 24
hours of discovering the event, report any event involved in
| oss of control of licensed material possessed by the |icensee
that may have caused or threatens to cause any of the
follow ng conditions. Nunmber one, an individual to receive in
a period of 24 hours an annual effective dose equival ent
exceeding five rem

So it's quite clear that it says in a 24 hour

period. That is the interpretation. It wasn't within a 24
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hour period. It occurred over a |onger period because of the
decay.

CHAI RMAN SI EGEL: The npore interesting question
is, is how can you receive an annual effective dose equival ent
in 24 hours.

MEMBER WAGNER: It says the total.

CHAI RVAN SI EGEL: Thank you. Ckay.

MS. JONES: So you will be seeing probably a
newsl|l etter article on that, as well as an information notice.

Anot her concern that the 11T had was regarding
managenment oversight. | think the report shows the staff at
this licensee facility, as well as a radiation safety officer,
really did a very good job at assessing the dose to the
I ndi vidual. But there were a nunber of concerns regarding
managenent oversi ght regardi ng broad scope |licensed programns
with respect to the RSO radi ation safety officer, radiation
safety commttee and aut horized user and supervisor.

One of the things that the staff is planning to
do of course, we had already recogni zed the need that this was
a concern. Last year we issued a new reg 1516 which was
entitled, "Managenent of Radioactive Material Safety Prograns
at Medical Facilities.”™ That was devel oped and issued | ast
January, 1995, to help licensees in developing a sound program

for adequate managenent of their radi oactive material program
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One of the things that we are tossing around the
idea of, and |I've actually drafted sonme | anguage, is for an
advance notice of proposed rule making. Part 35 of course is
very good at being able to explain the roles of radiation
safety officer, radiation safety commttee, authorized user
and supervisor. The intent would be to strengthen part 33 to
be nore simlar to that.

ANPR, if you are not famliar with that process,
I's putting together draft |anguage. |In this case, would al so
have some questions for people to answer. You know, do you
think this is a good idea, is this not such a good idea. What
proposal woul d you have for strengthening these kinds of roles
at licensing facility. It would be for usually an extended
period of time for coment, four or six nonths.

Then the staff | ooks at all the comments that
t hey get back. Sonetinmes we get good advice on how we can
i nprove the | anguage. Sonetinmes we get changes that indicate
the rule is really not needed, this rule change and so forth.

So we go out with an ANPR which would clarify
these rules and we woul d add al so or propose a requirenment for
i nventories of unseal ed byproduct materials, since the
i ncident investigation team as well as other teaminspections
around broad scope facilities has found that inventory control
or requirenments for inventories is a concern and can lead to

| oss of control of radioactive materi al.
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CHAI RMAN SI EGEL: Can you give nme a hint about

what you are thinking about in terms of inventory
requi rements, inventory frequency, what discrepancies you
woul d al | ow between inventory and what you expect to have?
MS. JONES: It hasn't even really gotten that
far. It may be just a question in the rule. Currently I
don't have it witten in the proposed ruling.
CHAI RMAN SI EGEL: Ckay.

MS. JONES: It just says inventory woul d be

required. It may be up to the licensee to determ ne how t hat

program i s established.

A nunber of |icensees have conputer prograns that

they run their inventory requirenents off of. A licensee

coul d choose how to do that. | don't think we would prescribe

what exactly they need to do.

MEMBER WAGNER: This is an interesting point,
because | think the IOM s reconmendati ons were for nedica
institutions. It clearly inpacts now on different parts of
the regulations if you take broad scope |licenses to nedical
institutions. There's ny further inplication here.

MS. JONES: One of the other things is you are

probably aware of, is there is a draft regulatory gui de out

which is DG 0005. This was a revision to the reg guide 810.5.
We were thinking that this perhaps may need to be put on hold

until we either issued the NPR or decided what to do with part
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33, because of course it does talk about how a program woul d
apply for and what kind of package they would put together for
br oad scope prograns.

Of course if part 33 is significantly changed,
then that regul atory guide on how to put together your package
for your program would also need to change. So that nay be
put on hold pending incorporation of this.

Al'l these itenms that | amtal king about today are
currently with the executive director for operation. They
wll be reviewed and then approved, and then a tine line is
put forward. But it is a fairly quick tineline as far as ANPR
woul d expect that if it is approved by the executive director
that we could inmagine seeing it out on the street in May or
June timefrane.

MEMBER W LLI AMSON: May | ask what is part 30 and
what is part 33 in their functions?

M5. JONES: | don't have the exact title. Part
33 is for licenses of broad scope. | should have brought
part, ny regulations wth ne.

MR. CAMPER: Part 30 is the broad adm nistrative
chapter that deals with licensing. Part 33 is specifically
i censes of broad scope.

MS. JONES: Adequacy of NRC s gui dance and
procedures for event response. This is nore for the NRC to

| ook at and to inprove.
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As | nmentioned before the O fice of Eval uation
and Operational Data, the AEOD, is responsible for putting
t oget her internal procedures on how we put together el evated
response teans for incident investigation.

At the highest level of course is the incident
i nvestigation team AIT, a |ower |level than is called
augnment ed i nspection team

M T s incident investigation team-- why do we
have three acronyns here. MT had an incident investigation
team NI H was an augnmented inspection team One of the
things that we're looking at is we need to correct and
probably clarify how an AIT beconmes upgraded to an II1T, and
what kinds of factors should be strengthened in how an AIT is
conducted, exit and entrance interviews, use of transcribed
i nterviews.

The NI H inspection teamdid not used transcribed
interviews. They were not aware of the fact that that could
have been avail able. Part of what we can do in the future is
better training of those individuals that are on the team so
that they are aware of what is available, and use transcribed
I nterviews when we need to.

Medi a coverage was really pretty well, but the
exchange of information between individuals, between |icensee,
bet ween the NRC, and then in NIH s case, it involved a Federal

I nvestigation as well. So we have a nunmber of different
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people that are involved with this investigation, and a better
procedure needs to be nade so that we can nesh together and
better coordi nate.

We' Il also | ook at the adequacy of gui dance for
how we charter or how we start these AITs and |1 Ts as wel |,
whi ch involve deliberate acts which were not covered before
under the current guidance.

The | ast issue that the Il T cane up with was
regardi ng the adequacy of NRC s gui dance for |icensee response
to intakes. This had a nunber of different conponents.

Anal yzing the intake itself of radioactive material. In NIH s
case, analyzing the fetal dose.

When | icensees seek outside nmedical expertise,
shoul d we be perhaps giving them some gui dance on who they can
contact, how they can contact facilities |ike REATs and so
forth.

Then also for NRC staff, in particular
I nspections staff who nmonitor |icensee evaluation of intake,
what types of training and al so procedures are avail abl e
regardi ng the inspection staff on how to better analyze and
noni tor that.

One thing that has conme out of the O fice of
Research or will be shortly is a newreg which is called

Contri buti on of Maternal Radi onuclide Burdens to Prenat al
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Radi ati on Doses. Dr. Shlonp Daniff has been working on that
in that with a contractor. That will be issued in My, 1996.

In addition, the large new reg that we use, which
is about three inches thick on interpretation of bioassay
measurenents, | don't believe will need to be revised, but
there may need to be a supplenent issued so that we can better
clarify for licensees how and when to collect, for exanple,
urine sanples, how to store them when to collect them what a
24 hour period neans.

As you read in the new reg on the Massachusetts
incident, it's just not as sinple as collecting 24 hour urine
specinmen. In order to provide sone clarification and gui dance
to licensees, we're going to probably issue a supplenent to
that or additional guidance probably in IN or a newsletter
article.

Let's see. In summary then, we do have a number
of ongoi ng actions which are on a fairly brisk tineline.

There is a proposed rule out for public coment regarding

required reporting for deliberate m s-use of radioactive

material. John will be tal king about that. The coment
period was for a period of 30 days. He'll also be nentioning
t hat .

Eval uation and security and control regul ations
and gui dance, we'll be beefing that up, and explaining a

little bit nore to licensees, as well as to our inspections
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staff, what we can do in the interimuntil perhaps a
rul emaki ng change i s made.

We'l|l determ ne the need to devel op requirenents
for inventory and accounting. As | nentioned before, it may
be as a question in the ANPR for part 33, or it may be just a
separate section, and get comments back fromthe |licensee
communi ty.

One thing | should nention about the ANPR is that
the state of Illinois has drafted this | anguage and has been
wor ki ng on beefing up their "part 33 regulations” in the past
year and a half or so. They shared with us their part 33 rule
| anguage so that all | really had to do was take that and then
convert it to our |anguage, and then take the incidents and
| essons | earned fromthese two events as well as sone others,
to put it in there. So that we do have a | ot of input from
t he agreenent state area already in this issue.

We' || evaluate the current regul ati ons and
gui dance regarding restricted, unrestricted, and controll ed
areas. As you may recall, there was a rul enaking effort
underway about a year and a half ago regarding controlled
areas. For those of us on the non-reactor side of the house,
we wanted to elimnate controlled areas for materi al
i censees. That went out as a proposed rule. That rule was

retained. The controlled area in fact still is in part 20.
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It raised some questions, which | really won't go
into detail right now It's in the report from Massachusetts.
But there was quite a bit of confusion regarding controlled
areas. Wen you cite controlled areas, when you cite
restricted areas. We'll be putting together some gui dance for
| i censees on when to clarify, and what areas should be cited
as restricted, controlled, or unrestricted. Apparently there
really isn't guidance in that area.

Then as we go through each of these tasks from
the incident investigation team where we see the need to
provide or put in regulations, the proposed regulations, we'll
do so. In sone cases, regulations will not be changed. They
just need to be clarified through an information notice and/or
a newsletter article.

So, any questions?

CHAI RVAN SI EGEL: Probably several. First of
all, it seens fairly obvious that several of these issues are
potential agenda itens for whenever it is we have the next
neeting. So | would like to just get that out on the record.
Because | think there's sone real inportant inplications for
these activities for academ c nedical institutions. So the
ACMJI, as we requested at the last nmeeting, would certainly
li ke to have some input into the practical effects with these

t hi ngs.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

403

Maybe | need to ask John this, but | can start
with you. How are you going to do your cost-benefit analysis
in terns of deciding where to set the bar in ternms of security
of byproduct material at academ c institutions?

MS. JONES: Good questi on.

DR. GLENN: Actwually, I think it even goes beyond
cost-benefit. It gets into technical feasibility as well. |
think that's one of the hard things we're going to have to
struggle with, because the immediate thing m ght be to say
well to a tenth of an ALIs. That would be the thing to have
control to this sort of thing.

But if you are tal king about discrepancies for a
t herapeutic shipnment of iodine 131 of 150 mllicuries, you are
never going to see an ALI, 10 ALIs, or whatever if that
happens to be m ssing fromthat shipnment. So there's a |ot of
anal ysis that you need to go into in terns of technica
feasibility as well as cost benefit.

CHAI RMAN SI EGEL: Because as you obviously know,
the culture in nost academc institutions is a lot different
than the culture in a power plant. The kinds of security that
uni versities which are kind of free places are likely to
i npose on their staff froman institutional point of view, and
then the kind of security requirenents that the staff are

likely to be willing to live with.
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| mean part of being a university professor and
having tenure is that you don't have to pay attention to
anybody. That's part of the culture of the job, is that you
can say or behave any way you wi sh, and you can't be fired
because you have tenure.

It's just that kind of culture that inposing

exceedingly stringent security requirements for relatively

smal | ampounts of radioactive material in nost instances, has a

potential to really really disrupt academic institutions in a
serious way, and to appear unwarranted, and this is akin to
the di scussion we've been having for the last day and a half,
when there's hazardous chem cals that are not so regul ated and
hazar dous bi ol ogical materials, sone of which are regul ated
but many of which are not in those sane | aboratories.

So it's again, how far do you let the Atom c
Energy Act push through the culture in an institution when
it's only one of the potential hazards that have to be dealt
with in that institution.

MS. JONES: Well, | don't think we'll go so far
as to make it unreasonable. | nean a nunber of us have been
| i censees, and certainly can recognize that.

The concern that we had is we did have gui dance
that was out on the street in the formof a health physics

position. That contradicts the regulations. So that's our
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responsibility to be able to correct that guidance, and
correct it in a way that is reasonable for |icensees.

One way we can do that is through the comment
period.

DR. GLENN: Let ne add a little bit to that since
| was on the team and nade sone of these reconmendati ons.

| think if you read the report, you'll find that
what the teamraised nost was the fact that we had a
regul ation that really restricted down to zero. W had
gui dance that said well, it's at least up to appendi x E
quantities and it could be even nore than appendix E
gquantities that you don't have to secure.

That is the situation we say really has to be
fixed. W can't have that contradictory regul ations and
gui dance |ike that.

CHAl RMAN SIEGEL: | don't disagree with that. |
hope you don't go to zero though, because it ain't possible.
It just can't happen. Besides, don't forget all that m ssing
pl utonium that you can't account for.

MEMBER WAGNER: What's going to be our procedure
here? Are we going to go through this summary report that we
received in our pre-packets for this nmeeting? 1|s John going
to give a report or what are we going to do here?

CHAI RMAN SI EGEL: Well, John is going to tell wus

about the proposed rule.
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MS. JONES: |If there are specific questions on
the staff action itens that you had, probably John or | coul d

MEMBER WAGNER: Well, there's a | ot of findings
here, |like on security control of radioactive materials in
| aboratories and things. | ran through what you found and
|'ve read the words. | have no idea what they mean and why
they are findings. 1'd like you to el aborate on them because
I don't understand them

Crowded | aboratory areas and benches linmted the
line of sight of workers to visitors and to areas in which
radi oactive material was used or stored. It's very inspecific
and probably needs to be, because you are trying to summari ze
things, but I can't get a picture of what we're tal king about
her e.

Are we tal king about | aboratory benches that had
stuff piled up so high on themthat people couldn't see what
they are getting around? | nean it says it's crowled
conditions. \What does that nmean?

DR. GLENN: Let ne comment on that. [It's sort of
all of the above. | guess the nost striking thing when you
went into this particular suite of |aboratories was that it
was not laid out in hallways and | abs that run off of the

hal | ways. Instead, this conplex was laid out |like a maze. So
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to get fromone |aboratory to another, you m ght have to go
t hrough two ot her people's | aboratories.

This is also a | aboratory where there is a | ot of
conpetition to work for the director of the laboratory. So it
was crowded. There was equi pnent and stuff piled all over.

In particular, the area where the radi oactive
material was stored was sort of in a mddle | aboratory which
if there happened to be sonmeone whose | ab bench was right next
to the refrigerator, it could be seen. O herw se, people
could wander in fromoutside the suite of |aboratories or from
anot her | aboratory into this area where the material was
stored, open the refrigerator, take whatever they wanted,
| eave. No one would have ever detected it.

In fact, the team nenmbers in |ate on Friday
evening or on Saturday norning were able to walk in and have
access to the storage area. So the whole picture was one of
there was material that was supposed to be secure. Anyone --
well, that's a little far, but there was no effective means
for the people in that |aboratory to control access to it.

MEMBER WAGNER: Were there radi oactive materials
signs around appropriately? Were things appropriately
| abel ed?

DR. GLENN: The signs were very prom nent. There

was no problemw th the signing.
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MEMBER WAGNER: So what you are saying is that

with the signing, that unknow edgeabl e person at |east would
be able to read the signs, and they wouldn't go into a
refrigerator and store their food necessarily in the
refrigerator?

DR. GLENN: | think one thing you have to
realize, this Il team was not |ooking at the incidental
intruder. We were tal king about sonmeone who canme in to take
mat eri al .

MEMBER WAGNER: Okay. But it's very difficult to
access sonme of this.

MEMBER SWANSON: | have a disconnect there
t hough. This is an intended -- if sonebody intends to do
this, who is to say that that's not sonebody that is
authorized to be in that lab to begin with?

DR. GLENN: One thing that | think if you read
the full report you'll find out. The IIT did not concl ude
that the cause of this incident was security. It's just that
it was one of the contributing causes, because good security
woul d narrow down the nunmber of people who coul d have
perpetrated the act.

MEMBER WAGNER: | can tell you I know in our
| aboratories in our facilities, if there was sonebody on the

i nside who wants to get at radioactive material in our |abs,
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short of putting a security guard outside, | don't see how
we're going to stop them

In intentional acts, willfully taking materi al
fromsonme of the |abs, when you're tal king about small --

CHAl RMAN SI EGEL: That's what John just said. At
least that limts it to enployees who can get into the
bui | di ng, as opposed to --

MEMBER WAGNER: Sonmebody from out si de.

CHAI RMAN SI EGEL: Just wal king in off the street.

MEMBER WAGNER: Sonme anti-nucl ear person or
sonet hing, who comes in and wants to try to sabotage things.

M5. JONES: A nunber of our |aboratories --
excuse ne, licensees have requirenents for either securing
radi oactive material either by closing the door to the |ab, or
being in attendance.

I n many cases, usually around |unch hour, you can
go in and the | aboratory is unlocked, and there's quite a bit
of material around. So we're just trying to instill that
there's a sense of security and control that |icensees need to
take account when we find that there have been these
del i berate acts that have taken pl ace.

DR. GLENN: Let ne just add a little bit of what
MT did in this particular |aboratory to address the issue.
That was, they put a lock on the refrigerator, and they made

It so that there were four custodians of the refrigerator.
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Now does that elim nate the possibility that one
of those four custodians will take material out and do
sonething with it? No, it doesn't. But we certainly would
have a much better idea of where to | ook and where to begin
the investigation to find out what happened, who did it, and
how, under the current situation than in the situation that
exi sted prior to the event.

MEMBER W LLI AMSON: So | guess in summary, if you
feel the existing regulations on security of radioactive
materials in | aboratories are adequate and sufficiently clear
but they sinply weren't follow ng established practices?

M5. JONES: Actually, I don't think they are
sufficiently clear. That's the problem

DR. GLENN: Yes. What we said is they may be,
but there is conflicting guidance out there. That needs to be
strai ght ened out.

MS. JONES: Yes. The regulations clearly state
zero. The health physics Q and As and the health physics
posi tions say appendi x E quantities or possibly higher, which
IS a nunber greater than zero. So we need to clarify that.

CHAI RMAN SI EGEL: You're confused, Lou?

MEMBER WAGNER: |I'm still confused. |'mtrying
to week all this out. First of all, could you explain to ne
that difference. Could you state just one nore time, because

I am very slow, could you pl ease --
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CHAI RMAN SI EGEL: He's from Texas. That's why

he's sl ow.

(Laughter.)

MEMBER WAGNER: Where is this conflict in the
regul ations that things are confusing that you are trying to
clear up. That's what I'd really |like --

CHAI RMAN SI EGEL: Well part of the problemis we
only got in our books a small executive summary. What you
needed was the whole book to be able to find some of this
stuff. We can --

M5. JONES: | found it really quickly. W can
send you a copy of this. |It's on page 5-3 of the report. But
there's a section that was call ed Regul ati ons for Security and
Control. It reiterates what's in 20.1801 about storage and
control.

It says, |icensee shall secure from unauthorized
removal or accessed |license materials that are stored and
controlled in unrestricted area. The licensee shall contro
and mai ntain constant surveillance of licensed material that
is in controlled or unrestricted area and that is not in
st or age.

However, the Q@ and As that | nentioned, which
were part of the health physics positions as well, had
question set, and these were published back in 1992, which

inquired if the regulations in those parts, parts 20.1801 and
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1802 woul d i npose on one on all quantities of radioactive
mat eri al however small, to which the NRC responded no.

On two, on quantities that are exenpt from
| abel l'ing in accordance with 20.1905, which we al so
corresponded no. So clearly, we were giving m xed signals.
That is part of the findings. The |licensee certainly was
usi ng the guidance as many |icensees have done. W have found
a mstake that we need to correct and clarify for |icensees.

MEMBER WAGNER: | guess part of the problem
t hough becones to what |evel of security. |It's rather vague
in that it says you nmust secure agai nst unauthorized renoval.
Clearly if a crook goes in there and breaks the |ock and takes
it out, by definition it's not secured from unaut hori zed
renoval. So now you've got to go to another |evel of
security.

Where in the guidance does the user know to what
| evel security this nmust be maintained in order to nmeet the
regul atory standard?

MS. JONES: That is what we'll have to work on.

DR. GLENN: And Lou, | think you junped way ahead
of the regulation and even consi dered regul ati on when you said
that we would require security beyond a lock. | think a |ock
In nost circunstances is going to be considered adequate

security.
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MEMBER WAGNER: |' m aski ng that question because

it's -- | mean we don't always have | ocks on all our
refrigerator doors, but we have |l ocks on all the roons.

CHAI RMAN SI EGEL: But Lou, I'll bet you if you
wal k up and down the halls of the labs in nost of your nedical
center at lunch tine or at the end of the day when people
woul d be ideally locking their |abs so that their conputers
don't get stolen, you will find that many of the |labs are in
fact unl ocked because people left for the end of the day, and
they just forgot to |lock the | abs.

It turns out that with a little bit of attention,
hel ped by events like this, that institutions that are willing
to take a little time and effort to think through the problem
can actually make dramatic changes in very short periods of
time in the security |level and the | evel of security awareness
In the institution.

At Washington University, and I won't say for a
noment that we're perfect, having seen NRC announcenents of
various foruns on the Internet and al so aided by the fact that
| was aware of these things, our radiation safety commttee
has sat down and tal ked about this. W have now security in
three hospitals, plus the university main canmpus, plus the
medi cal school .

Basi cal ly, when they do their wal k-throughs at

ni ght, they are checking to make sure that all |abs are
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| ocked. When | abs are not | ocked, they are doing two things.
They are leaving a notice on the lab that they | ock and say
why it was | ocked. These are |abs that are posted for

contai ning radioactive materials. And then notifying the
Radi ation Safety Comm ttee.

Second offenders are going to | ose their
privileges until they indicate to us how they are going to
establish a system of ensuring security in the |aboratory so
that we can nmake an effort to bring ourselves nore in
conmpliance with the spirit, if not the letter, of part 20.

We are big and a very conplicated institution.
think other institutions can make simlar sorts of efforts.

MEMBER WAGNER: | think one of our problens that
we've noted is the fact that all the cleaning people at night
tend to go down the halls and open up all the doors.

CHAl RMAN SI EGEL: They need to learn not to do
that. That is a common problem They sinply need to be
I nstruct ed.

MS. JONES: What we used to do at UCLA was put
t he garbage cans outside the door.

MEMBER WAGNER: Sonme of the things that | saw in
here that | started asking questions about, and that is
| ooki ng at the security of the building. Ws this a building
solely dedicated to research and to such use of radioactive

materials, or is this a nmulti-use building where you have
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cl assroons and other things inside the building along with
ot her | aboratories and things |ike that?

DR. GLENN: This building was mainly for
research. | don't believe there were any classroons in it.
But it wasn't restricted to radi oactive research. | nean
there were other activities in the building.

MEMBER WAGNER: The point that | guess |I'm making
is that I know with our building, if we |ook at our security
outsi de, yes, we have a card entrance type of security to get
in, but I know when I get to ny building and I have forgotten
my card, | just wait for a student to cone around. The
student goes and | just follow himright on in.

DR. GLENN: That's exactly what the 11T found.

MEMBER WAGNER: Of course. Short of increasing
your costs for security, 1'd want to nake sure there was rea
need to increase the costs of security in these circunstances.
That's a sinple one, and I don't know how you really get
around that other than you sinply only have one entrance and
you' ve got to go through a guard to get in.

CHAI RMAN SIEGEL: | think the point you are
making is that this has to be thought through very very
carefully, because there is the potential to weak ngjor
cul tural havoc and potentially for risks that don't warrant

maj or cul tural havoc.
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Even if you | ook at the precursor events and the
consi dered history of the total amount of use that occurs,
we're still not tal king about |arge nunmbers of events. W're
not tal king about a major problem So renmenber that the yo-yo
shoul d stay up rather than necessarily going to the full
extent of its excursion.

John, we were tal ki ng about governnent by yo-yo
earlier before you were here.

Jeff.

MEMBER W LLI AMSON: Where do you intend to set
this lower level, | guess, below which you don't have any
concern whether the materials inventoried/ secure whatever
Are you going to leave it at zero as the current regulation
says or go with what seens nore practical and reasonabl e
gui dance?

MS. JONES: | can't predict what the future wll
hol d, but we clearly -- having had a hand in witing the
questions and answers, our intent was appendi x E quantities.
That that was a reasonable -- that those are quantities that
we tal ked with National Energy Institute. NEI worked on those
Qs and As with us.

They were the |iaison for the materials
community, and felt that that was a reasonable amount. It may

be that in the interim guidance, we can say okay this is the
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|l evel we're using. We'll reiterate what was in the Q and As
and then work on rulemking to fix that.

But as Dr. Siegel nentioned, we will have to put
forward the risk basis for that cost benefit analysis. That's
some work that we have yet to do in research

MEMBER WAGNER: | still have got a few nore
questions here. |If you had done that, if you set it at that
| evel, would it have changed anything in regard to these
events potentially occurring?

MS. JONES: | can speak for the National
Institutes of Health. There was a security and control issue
at that facility.

MEMBER WAGNER: Was it at those |evel s?

M5. JONES: It was above those |evels.

DR. GLENN: It was above those levels at MT
al so. The intake was approximately 10 tinmes the Appendix C
limts. So clearly, there was nore in that refrigerator than
was di scussed as not needing security in the Q@ and As.

MEMBER WAGNER: | can see a | ot of problens
comng in with this inventory, because how frequently woul d
you have to take this inventory and nonitor. You are talking
about materials that have a 14 day half-life here. So they
are going to be decreasing in their activity rather rapidly.
They m ght not be used as frequently. They m ght be used only

intermttently or whatever.
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How frequently woul d sonebody have to take an
inventory and to |ook at their materials in order to make this
effective?

MS. JONES: Well, we would propose that |icensees
det erm ne what frequency that inventory would be at. | don't
think -- you know, we're not in the process of establishing
very prescriptive regulations. W typically have or are in
t he process of providing regulations where we all ow the
licensee to cone in with a proposal and establish that
frequency and basis for that.

MEMBER WAGNER: | think that's a very difficult
I ssue though, because when you are using these |low | evels of
radi oactive material that emt only beta particles and trying
to take an inventory of the routine basis where you would pick
up on that, and then making that an effective means by which
to protect people within the departnent, | think that has to
be scrutinized very carefully, because it's a great idea, but
is it a practical matter that you can really do to get an
effective result.

| would say there's a | ot of questions as to
whet her or not you can with sonme of these activities.

MS. JONES: | would say that M T was an excell ent
exanpl e of how they were able to have an inventory and conme up
with how nmuch of it they lost, which coincidently was exactly

the anount that ended up in this person.
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MEMBER WAGNER: |s the purpose of the inventory

totry to prevent incidents or is the purpose of the inventory

sinply to say i
gone?

DR.

f an incident occurs, to figure out how rmuch is

GLENN: Both. Certainly the prospective kind

of protection would involve large quantities. | mean when you

have a bi g di screpancy can you pick that up.

CHAI RMAN SI EGEL: Any ot her questions for Cindy?

I f not, John.

IVS.

JONES: Thank you.

CHAI RMAN SI EGEL: Keep us post ed.

DR.
first piece of

had to do with

GLENN:  What |I'm going to discuss is the
any rul emaking that came out of the IIT, and it

the fact that we didn't have a cl ear

requi renment that, when wongdoing is associated with the use

of radi oactive
some chance to

st age.

materials, that the NRC be notified and have

assess it, and investigate, at an earlier

As Cindy's already nentioned, the two events that

we're tal king about are the NIH at Bet hesda and the MI.T.

event in Canbri
At

our regul atory

but, of course,

as wel .

dge, Massachusetts.
NI H, the eventual dose estimtes were above
limts. And | don't have it on the slide here,

it was also the enbryo fetus that was exposed
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Al so, there were a significant nunber of people
involved in either a separate or a secondary contam nation
event at NIH, so that a total of 27 people had nmeasurable
i nt akes or uptakes of P-32.

MEMBER WAGNER: How many of those got the dose,
of eight to 12 ren?

DR. GLENN: The one got that. The fetus got
approximately that nmuch, in the sane range, slightly smaller.
The others, significantly less. An order of magnitude |ess.

Again, | mssed the first part of Cindy's, but
one thing is that there was a water cooler at N H that was
found contam nated, and that may have been a source for many
of the 27 people who were contam nat ed.

MEMBER WAGNER: How did -- do we know how the
person who was pregnant got contani nated?

DR. GLENN: That's an ongoi ng investigation.

MEMBER WAGNER:  Ckay.

DR. GLENN: One thing the 11T found out, in
| ooki ng at -- you know, what was stated that an investigation
team | ooked at if there was a precursor. Should we have known
that sonmething |like this could happen, should we have had sone
preparation for this? Some regulatory, mechanism authority
I n place.

And | was actually surprised at the nunber of

simlar events that we were able to identify, by going through



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

hi st or

i cal

noti ces,

i nformati on.

significant.

ei t her

smal

California,

al |l .

to four

wel | .

of the npst

not react

t hat .

in in February of 1979,
di stracted by other things that
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by asking the agreenment states for

And these are the ones that were npbst

There were some ot her

ones was well, but with

|l er quantities, or of a different nature.

| m ght

mention that the one at the University of

in 1978, was probably the nost significant one of

It involved three people.

And there were actual

One i ndi vi dual

mllicuries,

had an uptake estimted at three

and there was external contani nation as

exposed i ndivi dual .

The 11T did try,

actually,

radi ati on burns found on the skin

to find out why we did

more at that tine, because the NRC was aware of

We were able to review the reports of the event.

Sity,

And | can only specul ate.

But this report cane

and it could be the Comm ssi on was

happened in March of 1979.

we could not nail down why nore wasn't done at that

An event that | had been aware of was Brown

in February of 1982.

But

that we said agreenent states.

Ckay,

so t hat

is correct.

just realized, in the

It was at that tine,
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I n Rhode Island, very simlar situation to the
ones that we had in the two nore recent events. In that it
was found in the sink, and so many of the sanme features that
we saw in these other two.

Washi ngton University, in the early eighties.
This was a deliberate intake by the person found with
contam nation. And this is the one that was pretty well
wr apped up.

Most of these, who did it is still kind of an
open question, but this is one where the technician, who had
access to the materials, eventually they had self-adm nistered
mat eri al .

We had an event with iodine-125, at a research
| aboratory in the VA in the Bronx in 84. W have Al bert
Ei nstein, Duke University. Again, this one, potentially,
coul d have been very significant.

We didn't have enough details to know whet her
that 5.96 is real or not. | think it's kind of an upper bound
of what it m ght have been.

But you will see at six mllicuries, we're
tal ki ng about sone pretty hefty doses, to the exposed
i ndi vidual. And, again, that was unresolved as to whether it

was sel f-adni ni stered, or whether soneone else did it.
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University of California, we had an iodine-125
uptake in “91. And we found one in Toronto, Canada, but this
one we |earned of by a little bit of happenstance.

It was an agreenents -- all agreenent states
nmeeting, and we were discussing the, all the people were
di scussing the 11T, and the representative from Canada
mentioned that they had had a simlar event a couple of years
bef ore.

This one was interesting because they, in fact,
got a confession, and the individual went to jail. That
i ndi vidual is now out. Now that he's out, he's saying that he
really didn't do it, he was advised incorrectly by his | awer
to confess.

But, as in this case, it was not self-inflicted.
It was a roommate gave the material to his roommate, so it was
ki nd of an interesting case.

CHAI RMAN SI EGEL: John, |'m actually surprised
that you're surprised at the nunber of events. |I'm surprised
it's as small as it is.

DR. GLENN: It could be that there are quite a
few nore. This is what we were able to surface, that was
docunent ed either by the NRC or the agreenent states, but no
one had ever pulled it all together, and so there could be

quite a few nore.
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MEMBER SWANSON: |'m not sure | agree with that
statenment. | mean, these are deliberate incidents, where
peopl e are deliberately doing this, okay, | nean.

| don't -- | think there's lots of instances of

contam nation out there, but |I really don't think that there

are a | ot of people out there deliberately putting radioactive

materials in other people's sandw ches, okay. Conme on. 1|'d
like to think that, in the society we live in, there's better
t han that.

MEMBER WAGNER: | don't know what the situation

I's, but there's two different kinds of situations. Nunber

one, if it is an intentional act and they're using radioactive
material, it seens to ne they'd want that to be found, because
that's a material which you can find, and you can say, "oh,

' m contam nated. "

You can't do that with other things, with other
substances. So it seenms to nme |ike they want it to be found,
as a prank or joke, or whatever, and it's intentional for that
reason.

O hers, it's just sinmply stupid people who really
have no concept of radioactive material, and think it's a joke
to go do these things, and then it accidently ends up as

sonebody i mbi bi ng radi oactive materi al .
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Those are your two circunstances. |'mfrankly as
little surprised that it was such a small nunber, but |I'm gl ad
It is.

DR. GLENN: One of the striking things about the
NIH and MI.T. events to is note how close the eventual doses
were to the limt. And you wondered whether that was part of
the initial event.

One thing that we try to do, in nmounting an
I nci dent Investigation Team is to conme up with the root
cause.

This team was not able to come up with a root
cause, because we couldn't identify who and we couldn't
identify why. Therefore, it makes it kind of difficult to say
what is the root cause, of what the event was.

We did know what were some contributing causes.
One, as we discussed a little bit earlier, MI.T."s program
for controls and accounting for radioactive material was not
effective.

And the team chose to deter or detect deliberate
di version of radioactive material. So we were taking note
that that's not the cause, but it contributed in that, if it
had been better, it m ght have been deterred, or it m ght have
been detected and resolved a little bit faster.

The one that brings us to the rule-making is that

NRC di d not have reporting requirenents, in place, to collect
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i nformati on about deliberate acts, in order to assess the
frequency. So we do not know how often these kinds of things
occur.

And third, NRC did not dissem nate information
about known precursor events, and did not informlicensees of
the NIH event until four nonths after its report.

So, again, do we have a purpose for gathering
this information? Yes, that's to share it with |icensees, and
to integrate it into our regulatory program

Okay. What do we consider doing? Wth respect
to the mddle one, the fact that we don't have the
i nformation, we can take no action. Essentially, just count
on getting the same type of reports we get today.

We could go in and anend the licenses to require
people to report these things, or we can anmend the
regul ati ons.

The first alternative, to do nothing, we
rejected, because we wouldn't |earn anything about these
potentially deliberate activities. W wouldn't be able to
t ake necessary followup actions, or to conduct investigations
in a timly manner.

| can't say that we would have had a better
chance of finding out the root cause, if we had been there
earlier, but think, certainly, by the tine you get there, two

nmont hs after the event has occurred, the trail is cold.



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

427

Peopl e have told their stories so many tinmes that
you're not likely to gain nuch information that is going to
change as you ask nore people, and follow up on the
i nvesti gati on.

So the tinmeliness of response, | think, is a very
i nportant aspect for the NRC. And |'m not saying that we're
willing to have an official investigation for every report.

That's one of the fears of licensees, is that, if
you report this, every time there's going to be an AIT or an
I1T.

| can assure you that the resource demands upon
t he agency are such that, for that self-correcting error, in
fact, is the way it would be going. But we do need to know
about it to have sone ability to assess early on.

The second alternative, to do it by |icensing
wasn't chosen, because that's -- it would cost too nuch noney,
it's not effective, and it wouldn't work.

And, of course, we chose the rul e-maki ng, because
it answers all the problens we have with doi ng not hi ng.

We get pronpt reporting, we can confer with the
i censee, taking appropriate action to assess the consequences
of the situation, and to reduce the likelihood of further
exposures.

Now, this is one | didn't nention before, but I

think this is an inportant aspect. |If there is sonething
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going on, if someone has crossed this boundary, where they're
trying to harm people with radioactive material, it's

i nportant that that be clearly detected, and the person
removed from doing that, or that there at |east be sone
deterrents put up.

The upswing is that the rul e-maki ng process is an
open process. It does allow public participation. It
provi des the NRC the opportunity to hear fromthe public,
including licensees, in terns of instrumentation powers.

MEMBER WAGNER: Why aren't there other
alternatives? Like the NRC issuing an advisory to |icensees,
del i neating what they are required to do by the rules.

And, also, delineating the need that, if there is
a subversive event, that it needs to be reported in order that
t he NRC can make proper investigation.

Under these circunstances, why is it necessary to
make it a rule that now will punish not the guy who comm tted
the act, but, actually, the licensee, if they sonehow are
found to be in violation of the rule by sonme interpretation.

| don't know why we have to threaten the |icensee
with punishment, or violation of a rule, in order to try to
elicit inportant information like this fromthem

DR. GLENN: There are kind of two aspects to your

question. Let nme take -- the first one is, frominpact on the
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public, and having to go out and get clearances in order to do
this.

If we ask |licensees to voluntarily report, we
have to go through sonme sort of process. But that gets to
your next question. And that is why is it that we would want
to be able to force that request.

And that's judgnent on our part, that this is
sonething that's inportant enough for us to know about that it
shoul d be a requirenent, and not a voluntary process.

MEMBER WAGNER: | guess | have to take that. |
di sagree with that attitude, because | think it is that kind
of attitude that creates derision anongst those who are
| i censed.

And they then tend to be less willing to conme up
with information, and are nore likely to take a posture of
trying to cover up situations, rather than to be cooperative.

Because now they're made crimnals, if certain
Ssituations -- not really crimnals, but they're crimnalized
in they're eyes, and they're very reluctant to do that. |
think there's a better approach --

DR. GLENN: You're only crimnalized if you
willfully don't report what's required to be reported.

MEMBER WAGNER: Sure. But then there's going to
be an investigation. People are going to cone in, you're

going to have a |l ot of public exposure, you're going to have a
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| ot of publicity exposed with these things, that create
problems in a rul e-making situation.

If you can elicit information fromthese people,
freely, and have a nore friendly face with them to show that
you're there to help them That yes, they have a problem and
"yes, we can help you solve this problem and take care of this
Issue," it's a totally different response.

And |I'm very concerned about this m ndset, that
we have to make it a rule, and have to punish themif they
don't. These are acts that have to get under control, but I'm
not sure you're using the right psychol ogi cal approach.

DR. GLENN: Okay. | will nmention, and | guess,
if we don't make it a requirenment, then people are going to
say "well, I don't want to report anything unless | have to,
because I'mgoing to get in trouble with nmy institution if |
go to the RSO about this, and it's not a requirenent.” And we
do see that problemin particul ar.

MEMBER W LLI AMSON: Excuse ne. Don't you already
have rules on folks, to protect people in the whistle-Dblower
capacity, like that, fromtheir institutions? Wo voluntarily
comruni cat e?

DR. GLENN: Yes.

VMEMBER W LLI AMSON: Aren't there rules that cover

t hat al ready?
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DR. GLENN: It does protect the whistle-blower.

It doesn't protect the NRC fromthe m ndset of the
institution, and all the people at the institution, that they
don't want to have the headaches that cone with letting the
NRC know about it.

MEMBER WAGNER: Yes. But ny experience is that,
I f sonmebody thinks that they've been contam nated by radiation
or anything, and they think they're a victimof something,
they're concerned about that. And it's going to be hard to
keep that fromgetting out, getting to the public, and getting
back to other people.

| mean, it's the RSO who's the person who's going
to have to take the | ead, and decide what to do, and hopefully
to be responsi bl e about those things, but.

And | think there's two different approaches, and
| don't think that you've given a |lot of consideration to the
al ternate approach, because | don't even see it as an option
that you |isted.

DR. GLENN: Well, essentially, the option is
voluntary reporting, and | admt, we didn't discuss that.

MEMBER WAGNER: Well, it isn't always voluntary,
though. | mean, it's a matter that there are rul es, already
in effect, that say that, if the exposures get above certain

| evel s, you've got to report those.
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And what you're now saying is that you' re naking
nore of a rule for | esser contam nations, in situations which
now takes it one -- you're ratcheting it up.

DR. GLENN: What we're saying here is, in fact,
del i berate acts -- the idea that there is someone who i s going
to use licensed material in order to harm another person, is a
substantial interest of the NRC.

MEMBER WAGNER:  Yes.

DR. GLENN: That is the position.

MEMBER WAGNER: | agree with that position.

CHAI RMAN SI EGEL: Then, if you agree with that
position, howis the NRC going to get the information if it
isn't reported?

MEMBER WAGNER: It's the sanme way that the FDA
says that it's very inportant for themto know about any

Injury to a patient froma device that produces x-rays, you

know.

CHAI RMAN SI EGEL: That's nmandatory reporting,
currently.

MEMBER WAGNER: Yes, that's correct. That's
right.

CHAI RMAN SIEGEL: It used to be voluntary, but,
under the nost recent device amendnents, that requirenment is

now mandat ory.
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MEMBER WAGNER: That's correct. That is a matter

that -- and that also involves a clear injury to soneone, too.
That's correct.

| guess you have drug, pharmaceutical things
whi ch are voluntary, or drug reactions, or things of that
nature, which are voluntary. | don't know what the nmeasure of
success is for those things.

But those are also various areas where it's
voluntary reporting. So there are several precedents. And
the fact that | didn't see it as an alternative, | guess, is
what's really bothering ne.

MEMBER BROWN: |'m curious. Do you think what

they' re asking would be unduly onerous, in your institution?

MEMBER WAGNER: No. | don't | ook at that as
bei ng unduly onerous. No, | don't. MWhat | guess is the
problemthat | have is | |look at the victim and | | ook at the

per petrator.

And the person who's really guilty here is the
perpetrator. That's really the guy who we'd |like to get
after, that's the one we want to catch.

But the people who are using these things,
they're the victims, and now we're maki ng rules, which now
make them neke the victins, the people who break the
regul ations, and are in violation, if they don't do sonething,

because of what sone other crimnal did to them
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MEMBER BROWN: But it's intended to protect those

victims fromthe crimnals.

MEMBER WAGNER: Yes, | understand the intent. |
don't have any problemw th the intent. The intent's great.
No problem We do have to get the information

MEMBER BROWN: | guess | just struggle with ny
knee-jerk reaction, when | come to consuner advocacy, and |'m
wondering if you were having a simlar knee-jerk reaction
concerning the regul ation.

MEMBER WAGNER: No. What I'm saying is | didn't
see any other alternative up there, as to how to get the
i nformation, and how to solicit the informtion.

| didn't see it |listed as an alternative, which
tells me there's a mndset that that alternative doesn't even
exist. W saw other alternatives. W didn't see that one.

And | think that there are precedents, in other
i ndustries, where the other alternative is a viable
alternative to try to get that information, w thout making the
victi m sonehow a person who can violate the |aw by the fact
that there's sone interpretation that hey, this m ght have
occurred.

CHAI RMAN SI EGEL: Look, | think -- why don't --
you made your point. W're through tal king about.

DR. GLENN: Your comrents have been precisely

made.
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MEMBER WAGNER:  Ckay.

CHAI RMAN SI EGEL: Let's talk about this first
part first, and then deal with it. And then we can go on to
t he second part.

DR. GLENN: Yes. Okay. And | put up the
proposed rul e | anguages that was published in the Federal
Regi ster.

And what it proposes is the |licensee shall notify
the NRC Operations Center by tel ephone, as soon as possible,
but not later than 24 hours after discovering one, |licensed
radi oactive material was used for a purpose not authorized by
the applicable license or regul ation.

So that's the first test, in order to be
reportable, is that it's outside the licensed activity. Sone
things m ght be, if your use is authorized by the |icense,
that would be an activity not authorized.

But, if General Modtors started giving radi oactive
materials to people, their |icense doesn't permt that. So
t hat woul d be not authorized by the |icense.

In terms of nedical institutions, it mght be if
the radi oactive material is being given to patients, but not
under the supervision of an authorized use. Sonmeone else is
aut horizing the use of material.

So, sonmehow we've gotten outside the bounds of

what the license itself authorizes. And, in that case, we're
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really outside nmedical use, even though it's a medical
institution as is defined in Part 35.

Second test. Such use cause, or has the
potential to cause an exposure to an individual, regardl ess of
whet her or not it exceeds the regulatory exposure limt, as
identified in 10 C. F. R 20.2202, which is the m crorem
t hreshol d.

So, a purpose not authorized by the license, but
whi ch does not result in -- or would not result in exposure,
is not captured by this either. The only thing | can cone up
with, and I'm not sure this is a good exanple, would be
falsifying records.

Clearly, the license doesn't allow you to --
doesn't want you creating false records, but that would not
fall under this reporting requirenment, because it doesn't have
the intent of causing anyone to be exposed.

And, finally, such use nmust -- was intentional,
or the licensee receives information that the use was
all egedly intentional. So there's two things. One, either
you know it was intentional, or someone has alleged that it
was intentional. |If it passes all three of those tests, then
you have to report it to the NRC.

CHAI RMAN SI EGEL: Let ne tal k about an extrene
exampl e here for a nonment, and see how you would react to it.

An educational institution -- this doesn't work.
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If | take a non-exenpt quantity of a radioactive
material into a classroomthat wasn't authorized to have
radi oactive material init, then |I've done sonething that
wasn't authorized by the license.

| did it intentionally. 1'ma teacher. And the
exposure to people in the class could be neasured in
m crorens. Does that fit this?

DR. GLENN: | think it probably does. |If

teachi ng was not one of the uses listed in the license, then -

- nmost educational institutions include teaching as one of the

uses of radioactive material, but if --

CHAI RVAN SI EGEL: Is that what you want to
capture, those kind of events?

DR. GLENN: Not particularly, but we m ght.

MEMBER W LLI AMSON: | think the intent of
personal harm or injury.

DR. GLENN: Yes, but now you're going inside
sonebody's head. We're trying to make a test that doesn't
require that you actually get inside sonebody's head.

MEMBER WAGNER: | think the use that | see, at
sone places in Texas, is where radioactive material is taken
to the pharmacy to go to an x-ray room to see if the

healing's faster.
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They never take it out of the bottle or anything.
They just carry it on over there. |It's in transport, and they
can | ook and see whether the shielding is adequate.

Now, the intent there is quite good, because the
intent is to make sure that you're going to be reducing
exposure to nenbers of the public.

But that very use, in itself, wll cause a few of
the x-rays to get through the shielding material, and possibly
expose sonmebody on that other side of that wall.

DR. GLENN: | guess the question is is that out
of the bounds of the license?

MEMBER WAGNER: And that's exactly right. That's
the point here. And I'mnot sure that that use by that
technician m ght not neet that definition.

DR. GLENN: ['Ill give you an exanple, which we
woul d consider would trigger that. This is an exanple that --
sonet hing very close to this happened anyway.

Let's say that you' re expecting an energency
drill, and you decide to put radioactive material that can
easily be noved on people's skin. But you' ve never gotten
approval on your license to do that.

That would be an activity not authorized by the
license, it results in exposure to individuals, and was

intentional. And that would be reportable.
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it that you really want to know?

MEMBER W LLI AMSON: Do you want to know t hose

ngs?

DR. GLENN:

MEMBER W LLI AMSON: What things do you --

Yes.

439

know i nci dents where the radioactivity is used alnpbst in

crimnal way to injure sonebody. And that inplies intent to

harm doesn't it?

is there.

DR. GLENN:

But | don't know --

| agree with you.

test for intent to harnf

t hat what you nean?

coul d say,

has the potenti al

i ndi vi dual

DR. GLENN: That would even be -- that would
nor e dangerous, | think.

MEMBER SWANSON: | don't think so. The potenti al

DR. GLENN: Unless it's medical exposure.

MEMBER SWANSON: Testing the room s equi pnent
beneficial exposure.

MEMBER W LLI AMSON: Al l egedly intentional, is

Come on.

MEMBER SWANSON:

under two, such use listed in one,

DR. GLENN:

to cause a non-benefici al

Yes.

You could do the opposite.

what

It sounds |ike you want to

a

can you give us a regulatory

You

about causes,

exposure to the

be

i s

is

The intent to harm

it
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MEMBER SWANSON: Putting it in soneone's sandw ch

i's not beneficial exposure, okay.

DR. GLENN: Hopefully, there is not routine

violation of condition one. | guess what we're hearing is
that there may be a | ot of circunstances that are -- which are
violations of condition one. Those can be fixed. | nean, a

sinple license anendnent would fix those.

MR. CAMPER: The authorization to enconpass
things, like Lou' s exanple.

CHAI RMAN SI EGEL: |'m nore concerned about
interpretation of condition one. Unfortunately, the copy of
Part 35 we have here is an old one. W don't have one that's
been updated with the radi opharmacy changes.

And I"'mjust -- I'mtrying to just think if
there's anything, in ternms of the use of by-product materi al
in nmedicine that could be viewed, that we would view as a
routine practice, but that you could sonehow i nterpret as not
authorized by the applicable |icense.

| don't think there is. | nmean, if we can afford
t he radi opharmaceutical, then give me a therapeutic
phar maceutical for sonething that I'mlabelling, would it fit
this reporting requirenent?

| think the radi opharmacy rule has fixed this
conpletely. M question is is there anything in brachytherapy

or teletherapy regul ations which could -- that we would
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consider a routine practice, would be captured as condition
one. Jack, do you have an answer to that, or?

MEMBER W LLI AMSON: Well, sone questions at
least. |I'm-- it's never been clear to nme, for exanple, that
the authorized use really addresses, for exanple, quality

assurance, dosinmetry measurenents, and other things |ike that.

VWhi ch we need to do, but, you know, |I'm
not really aware that our license addresses it in general. It
certainly does for radiopharmaceuticals. | know |I've inserted

it in some of the anmendnents |'ve witten recently, just to
cover nmnyself.

CHAI RVAN SI EGEL: Check sources and [I naudi bl e
wor d] sources.

MEMBER W LLI AMSON: Yes. So what if | take a
source out to do sone neasure strength, and maybe a student is
observing, okay. Wuld this be covered as an occupati onal
[ I naudi bl e word] ?

It's intentional. This person gets a
m crosievert of a radiation. Do | have to report that to you?
That | allowed a student to watch ne calibrate sert?

DR. GLENN: | think that's certainly within the
intent of what we think we're operating on, on nost broad
scope licenses, but I won't swear that you couldn't find

licenses witten in such a way that it wasn't permtted.
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MEMBER W LLI AMSON: O Louis' exanple, where, you

know, he's noved the radiopharmaceutical to a room to test
the shielding integrity.

DR. GLENN: | don't know. Do you know the
definition of research and devel opnent? Because al nost all

t hese broad scope license, to do these kinds of things, have

research and devel opnent as one of the activities. That would

be 30-something P, | think.

CHAI RMAN SI EGEL: | have it. Research and
devel opnent nmeans "t heoretical analysis, exploration or
experinmentation.” That's good.

O "to the extension of investigative franes,
materials of a scientific or technical nature into practical
applications or for experinental or denpnstration purposes,
i ncl udi ng experinental production or testing of nodels,
devi ces, materials, and processes.”

"Research and devel opnment, as used in this part
and in Parts 31 through 35, does not include the internal
i ngestion or adm nistration of by-product material, or the
radi ati on therefromto human beings."

DR. GLENN: | think that that would cover al nost
all of the activities that people have nentioned so far.

MR. CAMPER: One observation here, in terns of

what's being rai sed. When sonebody tells us that, when we
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devel op studi es under the rules, if it goes that way. But we
need to be clear about these points.

DR. GLENN: Yes.

MEMBER W LLI AMSON: | just would hazard a genera
opi ni on, having discussed a few exanples. That you woul d j ust
-- even though the criterion nay not be absolutely clear, you
put it in there, what you really want.

You want these things to be reported to you that
I nvol ve i sotopes used with the intent as a weapon, nore or
|l ess. That's really what you'd like to know.

DR. GLENN: We certainly want to catch that, and
we m ght want to catch a little nore than that. But |I'm
afraid that --

MR. CAMPER: Let ne give you anot her exanpl e,
where it's not a weapon, it's not designed to harm it's when
t he technol ogi st decides that it's going to i mage the other
t echnol ogi st's scanners [l naudi ble words]. Not a weapon, not
[ naudi bl e word], but it's not authorized.

DR. GLENN: And |I've seen that happen.

MEMBER W LLI AMSON: That's happened a |ot. Sure,
| have, absol utely.

MEMBER WAGNER: | had a technol ogi st once, who
wanted to prove that they weren't screwi ng up on the imaging.

They injected thenselves to help prove it.
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CHAI RMAN SI EGEL: Ever since they took those

fl uoroscope machi nes out of shoe stores.

(Laughter.)

DR. GLENN: Certainly, if you have suggestions on
better ways to word it to get at the intent.

MEMBER WAGNER: John, ny biggest problemis that
a lot of these regulations -- it's matter that it's very
difficult to interpret themcorrectly.

And the intent of the regulation gets sonmehow
buried in the legalistic wording and the precise wording of
these things. And I think that's where a | ot of the anxiety
I's created, between the |icensee and the NRC

And we really need to have a better comrmunication
sonmehow. | don't know how to do it, but we really need a
better communication of why are we doing it, what is our
I ntent.

And, you know, if you do it this way. The
exanmpl es we brought up. W already showed that, at the
begi nning, we're struggling with what exactly is the neaning.

It makes RSO s and ot her people -- it gives them
anxiety, in looking at these things. They're inclined to say
"well, gee, does that fall under this rule?"

It's just like the sanme problem you had at

MI1.T., looking at the 24 hour situation and the
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interpretation. It gives us anxiety all the time to know
"well, gee, are we within, or are we not within these bounds?"

DR. GLENN: We'Il accept help, in terns of
sharpening that up. Now, the thing is should it be a
regul ation? | guess you can coment on that, too. But, if
it's going to be a regulation, is there a better way to say
1t? We certainly need your help.

MEMBER FLYNN: If you have a regulation, will you
have a regul atory guide also, that could be two or three pages
| ong, maybe four or five exanples for the RSO s to understand
the intent of the regulation?

DR. GLENN: We hadn't been planning on that, but
that's certainly -- it wouldn't have to be a | ong regul ati on.
| think three or four pages long, giving the four or five
exanmpl es that you're thinking about.

MEMBER W LLI AMSON: If the concern of it being a
regul ati on and being sort of broad like this is that -- | know
I f something slips by, you know it doesn't fit your intent.

If you find out that you slip up, even though
it's a totally trivial violation, it's a very -- it's a |evel
three, they're going to cone after us, and harass us
unmerci ful ly.

We' ve had this happen with the adm ni stration
criteria, where |'msure tens of thousands of dollars were

spent over what was essentially an adm nistrative,
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m sadm ni stration. There never was an issue of harmto
patient. There was no, not even a blip in the treatnment.

So I'mconcerned that, when it's witten as a
regulation |ike this, the punishnment's attached, and the
intent is not spelled out in a very clear way, and could
capture a lot of innocent things that could be used as cl ubs
to beat institutions unfairly.

CHAI RMAN SI EGEL: The issue here is prevention.

DR. GLENN: That's the point. | nean, that's the
whol e point.

CHAI RMAN SI EGEL: Ckay. | actually think that
you two guys are overreacting to this a little bit. |, having

expl ored now sonme of the thinking a little bit, with John, if
you realize that we've got three fairly explicit conditions
that have to be net.

First of all, that it wasn't sonething that was
authorized by the license. That, at least in the case of nost
broad |icenses, institutions -- nost of the things we' ve
suggested that we m ght be worried about are, in fact,
captured by the license.

Two, and the second is that it was intentional or
has been alleged to be intentional. And those are pretty
uncommon i ntersections of two conditions, to do it.

One thing that m ght soften it, and I'm sure

you've all tal ked about it, is, instead of saying no limt,
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did you consider the possibility that you m ght set a | ower
threshold for reporting than the MP.D."'s?

As a way of capturing nore events, but not
necessarily capturing the sublinmely ridicul ous sort of
m cr osi evert exposure, because soneone carried this, | guess,
fromroomA to room B, and that wasn't authorized by the
i cense.

DR. GLENN: Yes. | guess it -- I'msure it's

been consi dered, but the problemis, that the sense, the

intent that we're trying to get at -- what's the threshold for
intent, | guess, nmaybe. Yes, we're trying to get into heads
agai n.

MEMBER W LLI AMSON: When you say intent, you're
trying to get in, you ve already done that, the [Ilnaudible
wor ds] .

DR. GLENN: Well, maybe we'll put the next one
up, because we sort of go a little further. So that you don't
feel that you have to stretch your imagination too nuch, in
terms of the intent. And that is that, if you're in doubt,
report.

That's essentially what Section B says. "The
i censee shall notify the NRC Operation Center, by tel ephone,
as soon as practical, but not |later than 48 hours after

di scovering that provisions (a)(1) and (a)(2)_ occurred, and
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that the |licensee cannot rule out that the use was
i ntentional ."

So, if you have -- it was not permtted by the
license, it had the potential to expose the person, and you
can't rule out the use was intentional, report it.

CHAI RMAN SI EGEL: John, every time a technol ogi st
undergoes a thyroid bioassay, and the thyroid counts are
el evated, you have to say to yourself, "oh my God, now t hat
coul d have happened because that technol ogist did therapy
yest erday.

But, wait a mnute. Couldn't someone have
intentionally given that person iodine-131 in their coffee,
and oh ny God, it could be intentional? | have 24 hours to
| aunch an intensive investigation. And, depending on what |
find, I have to call the NRC." In all fairness, this --

DR. GLENN: Maybe that's why we need a threshold,
because, you know, if the person could have gotten an exposure
as part of their routine activities, and whatever you find is
within the bounds, that could happen in that routine activity,
maybe that -- the presunption should be that it was part of
the routine activity.

CHAI RMAN SI EGEL: And cannot rule out. So
anything | find, there's no way | can rule out that it was

i ntentional .
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MEMBER SWANSON: Can't you reword that to say

that, you know, it's either -- that the fact that it was
i ntentional was either known, or suspected.
CHAI RMAN SI EGEL: Well, that's what it says, in
the first one.
MEMBER SWANSON: Yes. It needs to end right
t here.

CHAI RMAN SIEGEL: | think it's just major, mmjor

MEMBER W LLI AMSON: WAait a second, Barry. It
does say 1(a) has to be true, (a)(1l) has to be true. And that

means there would have to be a docunentative, non-authorized

use.
CHAI RVAN S| EGEL: No.
MEMBER W LLI AMSON:  Yes.
CHAI RMAN SI EGEL: Go backwards. Let ne see.
DR. GLENN: | think what we intended -- \What
you're saying -- | think what Barry's saying, there could

al ways be one of those acts as well as what the person is
aut hori zed to do.

CHAI RMAN SI EGEL: You can't ever rule out (a)(1).
If you find that a human being has activity in them you can't
ever exclude that didn't occur, because it wasn't by way of

(a)(1l). How can you exclude it?
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And |I'm assuming that no license authorizes
someone to divert radioactive material into soneone's coffee.
No |icense assune that. Anytinme there's internal intake, that
al ways was a possibility, and, therefore, condition (a)(1l) is
i nst ant aneously sati sfi ed.

DR. GLENN: And | see what you're saying. Take,
for exanple, the MI.T. exposure. The person found it doing a
survey first. The person did work with P-32, it was possible
that they could have had contam nati on.

VWhat nade us determine that it was a deliberate
act was that it was ten tinmes whatever he worked with, at any
one tinme.

As the idea that a person continually
contam nates hinself with small amounts of P-32, gets up to
that large a quantity, it would stretch credulity quite a bit.
It seens like it had to have been --

MEMBER WAGNER: What you have is an internal
conflict, with what you have up there, because (a)(10 nmakes it
sound |li ke you know that it was used for a purpose not
aut hori zed.

But, then, when you go to this B over
here, it says "and the |icensee cannot rule out the use was
intentional.” Well, if you know (a)(1) -- after discovering

t hat provision (a)(1l) has occurred.
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Once you know (a) (1), you don't need (b), "and
the |icensee cannot rule out," because, by virtue of the fact
that it occurred under (a)(1l), it had to be intentional, for
that. It was not authorized, and you determ ned that it was
not aut hori zed.

MEMBER SWANSON:  You coul d change that by sayi ng
that the provisions of (a)(1), (a)(2), and (a)(3) have to be
net. And that it was allegedly intentional, and you can't
prove it otherw se.

MEMBER W LLI AMSON: | think that that's true.
Maybe (b) should just be strengthened, because you can --
you've witten it in such a way that, if you don't have proof
that it was unintentional, it was intentional

Act as if it were intentional, rather than what
you probably mean is there's sone prinma facie evidence that it
was i ntentional .

DR. GLENN: Well, you certainly don't want to
hear about every possible violation.

CHAI RMAN SI EGEL: That's one way to keep you from
sendi ng out teans to investigate.

(Laughter.)

MEMBER WAGNER: What you really want to know
about is --

CHAI RMAN SI EGEL: Operators are standing by.

(Laughter.)
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MEMBER WAGNER: What you really want to know is

if there was some subversive action. And that's really what
you want to know. You want to nake it clear to the |icensee

t hat he nmust have reason to suspect that this was a subversive
action. You want to communicate that.

DR. GLENN: And, if they have any suspicion, we
want themto err on the side of reporting it rather than not
reporting it. That's really what this is saying, err on the
side of reporting.

MEMBER WAGNER: That's right, but the way it's
worded, it's clearly got sone internal conflicts that aren't
getting that nmessage across appropriately. Maybe you need the
word subversive. Maybe that word subversive.

DR. GLENN: Then we get into an argunent about
what subversive neans.

MEMBER W LLI AMSON: We know that. Now, you've
got the argunent of suspicion. You have to prove a state of
suspi ci on, so.

CHAI RMAN SI EGEL: One person at a tinme. The
House Committee on Un- Anerican Activities.

(Laughter.)

DR. GLENN: C, | don't think it has judicious,

telling you who to report it to.
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MEMBER STI TT: I don't under st and. There are so

many conditions, and so many subcategories. And there's a 24
and there's a 48.

And, you know, it's easy to | ook back at things,
but various points, probably a very conmmpon one. And how to
you know, if you're |ooking at a tech's readings?

DR. GLENN: Well, you think it's not -- well, the
48 hours essentially gives you time to do some investigation,
and, at the end of that tinme, if you haven't reached a
concl usion, report it.

MEMBER STITT: So you're required to do a 24 hour
report, and then a 48 hour report, depending on what criteria?
| think we need nore staff to work these.

MEMBER WAGNER: You've got to do this in 24
hours. You've got a busy day. You' ve got other obligations
you've got to do. There are obligations to patients, and
t hings you've got to carry out. You're supposed to stop
everything, because there m ght have been a m nuscul e exposure
that was intentioned?

DR. GLENN: [It's not our intent to capture those.

CHAI RMAN SIEGEL: | think, if what we're | ooking
for really occurs, you do want to take sonme tinme out, and | ook
intoit. But I think I've heard the nmessage about B.

DR. GLENN: One fix could be to just quit with A

We' Il consider that. D just points out that, if you nmake a
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report because it's an overexposure, that takes care of the
reporting requirenent.

CHAI RMAN SIEGEL: | see. So you don't have to
report it tw ce?

DR. GLENN: You don't have to report it tw ce.

CHAI RMAN SI EGEL: That's true for al reporting

requi rements, isn't it? | nmean, if sonmething has --
DR. GLENN: | think so. Unless, | guess, if
there's sonething you don't disclose about the event. |If you

just report that there's been an event, and there's another
reporting requirenent that really should disclose sonething
el se about it, then that m ght be.

In this case, we're being very clear. [If you
told us that it's an overexposure, we're probably going to
i nvestigate it, so we don't need to know anything nore.

CHAl RMAN SI EGEL: Just, for the record. |Is there
a consensus of the Commttee, B is overkilled? Judy, do you
agree with that, too?

MEMBER BROWN: I f you [ I naudi bl e words].

CHAI RMAN SI EGEL: We have consensus on that.

DR. GLENN: Okay, just the cost analysis, as it
was presented in the Federal Register notice. W were

estimating that there could be up to 20 of these per year.
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That's a guess. We know about about one per
year, so this is assum ng that we're only getting about five
percent, through current nethods.

We estimate 20 hours, in determ ning the cause of
the event, preparing the report, conplete managenent revi ew of
it, and call to the NRC Operations Center.

We have not included in there if the NRC decides
to send an IIT. How nuch time that's going to take, in terns
of the staff tine.

But that's really under our enmergency response
and enforcenent, and that sort of thing. 1It's already been
accounted for, in other regulations. So, any coment on that?

CHAI RMAN SI EGEL: John, when you send an |1 T out
to an institution, do you bill the institution for the cost of
t he?

DR. GLENN: No, we don't. No institution could
probably bear the cost.

CHAI RMAN SI EGEL: Because that would certainly be
a disincentive to report it.

DR. GLENN: Yes.

MEMBER WAGNER: Not even the NI H?

CHAI RMAN SI EGEL: Any coment about the cost
anal ysi s?

MEMBER SWANSON: Do we have any idea of a cost

benefit analysis? W're spending 46,400 dollars. What's the
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benefit accrued fromthat? | mean, if you take these two

events we | ooked at,

how t he patients were taken care of?

what did the NRC invol vement change in

DR. GLENN: | think we we're saying that this is

really an adequate protection kind of thing. That,

are deliberate acts occurring out there,
sufficient threat that we really don't

cost - benefit,

2,000 dol |l ars per

person anal ysis.

if there

that that's a

have to do t he nor mal

Though, again, at 46,000 dollars it would only be

23 remwould justify the cost. So, if soneone reported four

of them about five rem you know, and we could have in sone

way deterred those,

t he cost woul d be covered.

MEMBER SWANSON: | don't think that's a cost-

benefit anal ysis.

i nformati on.

i nformati on,

in this case,

you know,

VWhat

has

Because you poi nted out,

the victimof this event

What |'m saying is you' re going to get this

have you seen that, by you having this

changed how this -- | can't say the patient

clearly,

has been treated?

in MI.T. that,

the actions of the institution were appropriate in

taki ng care of the individuals involved.

ultimate benefit of this to the public,

pur pose.

CHAI RMAN SI EGEL:

mean,

that's not the principal

So what's the

pur pose.

t he public menber?

That's actually not the

The
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principal purpose is not to aneliorate injury to the
potentially injured parties.

The principal purpose is to gather the
information, to determne if there is any trend that warrant
I ntervention.

So that -- | mean, if in fact MI.T. and N H
really are the first two events in what is a unidoser, as
opposed to the Unabomber, the NRC having access to that
information is the best way to beconme aware of it.

MR. CAMPER: Intervention nmay be inforn ng.

CHAI RMAN SI EGEL: | nmean, at |east in theory,
that is the one public reason for the information to cone to
central clearinghouse.

MEMBER SWANSON: But, in practicality, if
sonebody set out to deviate, to do this, they're going to do
it.

They're going to find a way to do this. So I'll

S

a

go on record saying | really don't think that there's going to

be much benefit derived fromthis, okay.

MEMBER FLYNN: | think a person who does this
once, though, may do it nore than once, and may nove froml a
to lab. And, if they can get their hands on, instead of a
half a mllicurie, can get their hands on 50 mllicuries, th
you coul d have some have sone deaths with [Inaudi bl e words]

about three weeks.

b

en

in
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But the couple of the accidental exposures, where
they did get 50 mllicuries, | nmean, their white counts
dropped to zero basically. Those were accidental exposures in
cancer patients.

So | think what would concern ne is one or two
i ndi vi dual s, who have sone psychotic problem if they do this
once, and they're working in a |aboratory environment, and
t hey nove fromone institution to another. |'d be concerned
that they could do this a second time or a third tine.

MR. CAMPER: O copycatting by soneone el se.

DR. GLENN: One of the reasons why MI1.T. was an
i odi ne case was there's a possibility that there was
copycatting, | nmean.

MEMBER WAGNER: | just had another observati on.

" mvery concerned about the fact that there's no threshold
for reporting in terns of doses.

And the issue that | have here is that you do
want everything to be reported, even down to very |low | evels.

The exposure results, in less than a mllirem
for exanple, the person's still going to be reporting. And
' m not sure that that, not having sone kind of a threshold,
isn't appropriate for this.

How much consi deration have you given to that

i dea, of a zero versus sone other nmore reasonable threshol d,
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i ke maybe one-tenth of the MPD, or sonething like that, as a
reporting threshold, for this kind of event?

DR. GLENN: We can certainly re-look at it. |If
you really pass all three of those tests with flying colors,
it's hard to have a threshol d.

| mean, if it's clear it was not authorized --
well, | guess, what you're saying is two is only conditionally
net before, for a very small exposure. That they have to
expose an individual.

MEMBER WAGNER: Yes. That's right.

MR. CAMPER: These are intentional, or allegedly
intentional events. It shouldn't be driven by thresholds. W
want an awar eness.

MEMBER WAGNER: It's sonething to think about.

" m not sure about it. | haven't given it a lot of thought.
There's an issue, | think, with regard to how --
the thing, | guess, |I'mworrying nost about is how are the

users going to interpret this, and how nuch anxiety is it
going to cause thenf

What are they going -- are they going to be able
to use this, in a practical sense, w thout nuch burden, or is
it going to cause a |lot of anxiety, when you get down to these

really small amounts?

DR. GLENN: Yes.
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MEMBER WAGNER: And that's what | have a probl em

DR. GLENN: | think one of the things that we're
concerned about is, if you do put in a threshold, then you
have people neasuring to see how close to the threshold --
once you draw a line, then people work to that |ine, and nake
calls.

They may namke a bad call, whether to report it or
not, because they think they're going to be under, but then
they turn out to be over the line and that sort of thing.
But .

MEMBER WAGNER: Yes. And | agree with your point
that it's quite uncanny that the exposures in both cases were
just marginally at the limts.

It's alnmost as if the person who did it thought
that, if he worked under the limts, it would never be
reported. That it would be a ha-ha, at the institution.

And either that person is sitting around
| aughi ng, and saying "gosh, |ook how I got the NRC invol ved."
O else that person's sitting around, saying "oh ny God, |
really screwed up. | got theminvolved, and | didn't want
to." | nean.

DR. GLENN: The opposite possibility is also
there. That, if sonmebody wanted to do something to get a | ot

of attention, it wouldn't really be that harnful.
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MEMBER WAGNER:  Yes.

CHAI RMAN SI EGEL: John, what was that radioactive

material getting into the [Inaudi ble word] waste streanf? So -

DR. GLENN: Deliberately. | think it had to be
del i berately.

CHAI RVMAN SI EGEL: You can't -- that's where you
really get into problens.

DR. GLENN: | see. So you're saying that --

CHAI RMAN SI EGEL: A vial of -- ten mcrocuries of
P-32 gets thrown into the regular trash. The researcher says
"l can't be bothered with it." Mybe it was intentional, but
there's no way to know.

It gets thrown into the regular trash. It has
the potential to cause exposure to an individual. And that
potential to cause exposure really now gives you a huge anount
of latitude, in terns of what you would define as being
captured by itemtwo. And it could have been intentional.

So, it wasn't authorized under the license, it
has the potential, and it could have been intentional. It's
got to be reported. Here, boy, is this going -- even Ais
goi ng too far.

MEMBER WAGNER: You're finally com ng around to

seei ng nmy point of view
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CHAI RMAN SI EGEL: No, | absolutely understand the

NRC point of view, in ternms of wanting to capture willful acts
of subversion. | like the term But | just don't think you
want to catch these little events --

DR. GLENN: Well, that's what |'m saying --

CHAI RMAN SI EGEL: -- that m ght have been
I ntentional.

DR. GLENN: Renenber, we're not after the m ght
have beens. You know, where there's an explanation for it but
we can't rule out that it was deliberate.

CHAI RMAN SI EGEL: But B clearly has to go, then.
But even A still has potential problens.

MEMBER FLYNN: In this four page reg guide, if
the intention is that there my be between one and 20 --
bet ween one case and 20 cases a year that may be reported, and
give three or four exanples, it's going to really clear as to
what the intention is. |If you're expecting --

DR. GLENN: Exanples may be the best way to do

MEMBER FLYNN: Exanpl es, because you're saying we
expect nmaybe one case a year, maybe up to as high as 20, and
t hese are the kinds of cases that we are focussing on.

MR. CAMPER: But, again we need to be in
statements of consideration space. W need to draw these

cl ear distinctions as exanples, perhaps, in the SOC.
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MEMBER WAGNER: Sonme of this wording. You're

using this word intentional, and why is it difficult to put
into nunmber two, (a)(2), where you say "has the potential to
cause an exposure to an individual."

Why can't you nmake it nore qualified, in that it
is an act that appears, at |east has the appearance or the
I ntention of exposing an individual? |If it has the intention
of exposing an individual, that's really what you're trying to
capture.

DR. GLENN: We think the way we put one, two, and
three together, | nean, we've already done that.

MEMBER WAGNER: Yes, but it's not clear, because,
if you read it in the order that it's in, that doesn't cone
out, to ne. But the intention to expose an individual is what
t he point is.

And that clears up Barry's point about throw ng
it into a trash can. That clearly was not intended, because
it was in the trash.

CHAI RMAN SI EGEL: | stored a sealed source in an
unshi el ded cabi net, because it was nore convenient for ne.

But | wasn't intending to expose other people.

It has the potential to cause exposure, it was a
willful act, it wasn't authorized by the license, but | wasn't
really trying to harm people. | was just being a little

stupid. Report it?
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MEMBER WAGNER: That's got to be taken care of

internally. That's an internal consideration

CHAI RMAN SI EGEL: | nean, | don't see an
i nst ant aneous fix, at the nmonent, in my own head, but | do see
problems with this, and | suspect --

DR. GLENN: What |I'm hearing consistently is the
boundaries aren't clear.

MEMBER WAGNER: It's very true.

CHAI RMAN SI EGEL: The | anguage captures too nuch.

DR. GLENN: And |I can tell you that | know that
the staff struggled with the | anguage. W thought we'd done a
pretty good job, but you're telling us that we haven't done
wel | enough.

MEMBER STITT: Well, I'mnot sure you can ever
get the product you wanted. Even though you've got some good
examples in here, as | read themthrough, | nodded ny head yes
and no.

But, you know, | could be involved in sonething,
and decide it doesn't fit, and then you could conme back | ater
and say it certainly did. | can understand why you would have
interpreted it this way.

| mean, so you're always going to |lose, without
some sort of boundaries. But we actually don't want any

boundari es, any levels, any n ninmuns.
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DR. GLENN: Well, you want a boundary on the

wrongness of it. W don't want a boundary on the significance
of the individual event, because we were

saying that the significance can go beyond the actual
exposure in the event.

MEMBER WAGNER: | think intentional exposure of
individuals is a very critical aspect. That the RSO, or the
person in charge nust deternine that there was an intentiona
effort to expose soneone.

MEMBER W LLI AMSON: O evidence thereof, sone
reason.

MEMBER WAGNER: Yes. And then | think, if you
transferred a little nore authority to the RSO -- | know
you're suspicious of thema lot of tines. But you ve got to
give thema little bit of |leeway to make that interpretation,
so they feel confortable with what they did.

If it's a matter that =-- | think they have to be
given a little nore of that authority, because it's sonething
that sinply has to be turned over. They have to determ ne
whet her or not there was an intent to expose sonebody.

And that's sonething, you know, that's always
going to be controversial, because the RSO i nspector is going
to say "well, we think it was intentional." "Well, we
didn"t." And there's always going to be a reason for one side

or the other.
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But, when there's clear cases, then |I think that
it's evident. | nmean, if the water cooler is contam nated,
there's clear indication that this was an intent to expose.

DR. GLENN: And I think, in nmost of the cases
we're interested in getting reported, it will be fairly clear
but -- and you're telling me we need to define the boundaries.

To finish up here. W did ask for public
comment, and your comrents will be taken into account. But,

I f you want to nmake nore coments, you're welconme to do it.

One thing | will mention is there was a 30 day
comment period. We have had several requests for an extension
of the coment period, and we will be doing sonething shortly
on that. There will be nore tine to coment.

CHAI RVAN SI EGEL: Why did you elect only 30 days
on this one?

DR. GLENN: Because we felt that it was inportant
enough that it needed to get out in a hurry. But given the
fact that people were telling us that they don't have enough
time to make appropriate comments, we're going to expand the
comment peri od.

MEMBER WAGNER: The other comment | guess |'d
make, John, is that, in ternms of citing people and violations,
If an RSO intentionally covers up sonething, or intentionally
wi t hhol ds i nformation that should have been reported, that's a

serious violation. That is quite clear.
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But, a lot of tines, these rules and regul ations
get so convoluted and difficult to interpret, that RSO s spend
a good anount of time just trying to figure them out.

And they beconme victimto the convol ution of the
regulation. And that, | think, they live in fear of, which is
part of our problem here.

You know, | synpathize with the fact that yes, if
sonebody tries to really cover up information, or willfully
does not report sonething that should be reported, that's
wr ongdoi ng. But.

DR. GLENN: Again, the one thing people are going
to report. But what you're saying is it's not going to be
easy to determ ne when

MEMBER W LLI AMSON: What | was suggesti ng was
just say in clear, everyday English this is the category of
cases you want captured.

DR. GLENN: [If you've got the clear, everyday
English, send it to us.

MEMBER W LLI AMSON: Cases where sonebody tries
to, intends to injure another person via the nmechani sm of
radi ati on exposure. That's what you want, but you get kind of
very legalistic definition of that. That doesn't make it
exactly clear what you intended.

CHAI RMAN SI EGEL: But that means that a prank

woul dn't be captured.
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MEMBER W LLI AMSON: Yes. It should be refined to

i nclude pranks, too, | think.

DR. GLENN: Send your | anguage.

CHAI RMAN SI EGEL: Good. Any other comments on
this?

(No response.)

Thanks, John. W appreciate your making the tine
to tell us about this, and we're glad we got a chance to
express our concerns about it.

MEMBER FLYNN: Just one other point. That, at
Oak Ri dge, at REACTS, they do have an international registry
of radiation accidents, and I'mnot sure if it includes sone
of these European exposures, too.

CHAl RMAN SI EGEL: All right. Anything for us,
that's relevant to us? No.

MEMBER WAGNER: | have your e-mail here that

states "I just finished reading Science Wthout Sense, by

Steven MIloy," MI-L-L-OY. This is your e-mail.

CHAI RMAN SI EGEL: Oh, good.

MEMBER WAGNER: And - -

CHAl RMAN SI EGEL: You're really a pack rat,
aren't you?

(Laughter.)
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MEMBER WAGNER: | have too nuch -- | just want

you to tell nme what | have got to do to get that, off of here,
off of the e-mail.

CHAI RVAN SI EGEL: Send it over. Put it on the
record so everybody in the United States can know about this.

MEMBER WAGNER: That was the problemw th the e-
mail, | think, because it said to get it, but I didn't see how
| was going to get it.

CHAI RMAN SI EGEL: Yes, it's the Cato Institute,
and | thought this e-mail nessage contained M| oy's address.
No, but there's actually an e-mail address you can order it
from and | was going to give it to you. It doesn't. [|'ll
get it for you.

MEMBER WAGNER: Okay.

CHAI RMAN SI EGEL: Okay. All right. 1Is there any
ot her business |eft undone? |If not, as far as |'m concerned,
we can adjourn, and that nmeans Larry can do it officially.

MR. CAMPER: | would like to make just two
comments in closing. | would like to thank the nmenbers,
again, for the deliberation on the NAS report, and on these
regul ations. Again, we thank you. | appreciate your efforts.

And |'d also like to thank, on the record, the
representatives of the National Acadeny, Kate Louise Gotfried

and John Villforth.
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They, yesterday, had to present a report,
obvi ously, that's somewhat controversial. They had to defend
those findings. And | comend them for doing the best job
they could. Thank you. That's -- and | declare the neeting
cl osed.

(Wher eupon, the foregoing nmeeting of the Advisory
Committee on the Medical Uses of |sotopes went off the record

at 2:56 p.m)



